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FRIDAY,  MARCH  16,  1979 

U.S.  Senate, 

Subcommittee  on  Health  and  Scientific  Research 
of  the  Committee  on  Labor  and  Human  Resources, 

Washington,  D.C. 

The  subcommittee  met,  pursuant  to  notice,  at  9:30  a.m.,  in  room 
4232,  Dirksen  Senate  Office  Building,  Senator  Edward  M.  Kennedy 
(chairman  of  the  subcommittee)  presiding. 

Present:  Senators  Kennedy,  Schweiker,  and  Javits. 

Staff  members  present:  Robert  Wenger,  Stuart  Shapiro,  and  Chris- 
tine Burch,  professional  staff;  and  John  Rother  and  Dan  Bourque, 
minority  staff. 

Opening  Statement  of  Senator  Kennedy 

Senator  Kennedy.  We  will  be  in  order. 

This  morning  we  will  hear  testimony  on  three  pieces  of  legisla- 
tion: S.  544,  the  Health  Planning  Amendments  of  1979;  S.  230,  the 
Nurse  Training  Amendments  of  1979;  and  S.  590,  the  Clinical  Labo- 
ratories Improvement  Act  of  1979.  Similar  legislation  to  all  three 
unanimously  passed  the  Senate  in  the  95th  Congress  but  failed  to 
be  enacted  into  law. 

The  Health  Planning  Amendments  of  1979,  which  I introduced 
last  week  along  with  Senator  Schweiker  and  several  of  my  col- 
leagues, build  on  and  strengthen  the  National  Health  Planning 
and  Resource  Development  Act  of  1974  and  should  help  us  achieve 
a rational  system  of  health  planning  so  that  every  American  will 
be  able  to  receive  quality  care  at  a reasonable  cost. 

I know  of  no  greater  opportunity  this  Congress  will  have  early  in 
its  first  session  to  improve  and  support  one  of  the  most  impressive 
cost  containment  programs  in  the  health  field:  the  very  effective 
local  and  State  planning  effort. 

The  205  health  systems  agencies  and  56  State  health  planning 
agencies  which  seem  to  make  a good  conceptual  sense  when  au- 
thorized 4 years  ago  are  now  vividly  demonstrating  their  work  in 
containing  costs  and  allocating  resources.  As  we  discovered  in  the 
extensive  hearings  on  this  legislation  last  year,  the  practice  of 
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health  planning  is  maturing,  and  we  now  have  enough  data  to 
document  its  positive  impact. 

Last  year  this  subcommittee  held  comprehensive  hearings  on 
health  planning  and  developed  legislation  after  soliciting  the  views 
of  over  400  organizations  and  individuals. 

In  July  of  1978,  the  full  Senate  debated  the  planning  bill  on  the 
floor,  accepted  some  good  amendments,  and  by  a unanimous  vote 
passed  S.  2410,  The  Health  Planning  Amendments  of  1978. 

Unfortunately,  in  the  heavy  crush  of  business  at  the  conclusion 
of  the  last  Congress,  the  House  was  not  able  to  consider  the  com- 
panion bill  to  S.  2410,  and  thus  the  renewal  process  was  carried 
over  to  this  Congress. 

S.  544  is  very  similar  to  the  bill  that  passed  the  Senate  last  July 
except  for  modifications  which  include  changes  in  relevant  dates 
and  in  the  requirement  for  State  certificate-of-need  programs  re- 
garding the  acquisition  of  expensive  medical  equipment. 

The  bill  is  intended  to  support  and  extend  the  basic  character 
and  structure  of  the  health  planning  program.  The  bill  contains  a 
number  of  provisions  that  will  strengthen  the  role  of  consumers 
and  Governors  alike  and  better  integrates  health  planning  with 
mental  health  planning.  As  the  program  is  maturing,  we  should  be 
very  wary  of  changes  that  would  substantially  disrupt  it. 

Prompt  enactment  of  this  legislation  is  a compelling  matter,  not 
simply  to  avoid  unnecessary  confusion  at  the  state  level  and  with 
State  legislatures,  but  more  importantly  because  the  best  means  we 
now  have  must  be  applied  to  combat  the  astounding  increases  in 
health  care  costs  and  to  assure  that  all  Americans  will  have  access 
to  high  quality  health  care. 

The  American  Health  Planning  Association,  which  will  testify 
before  us  today,  has  done  an  extensive  survey  of  the  planning 
agency  and  will  present  evidence  that  the  health  planning  program 
is  an  extraordinary  cost-effective  program  in  reducing  the  escalat- 
ing costs  of  health  care  in  the  United  States. 

The  Nurse  Training  Amendments  of  1979,  introduced  in  January 
with  Senator  Javits  as  the  principal  sponsor,  extends  through  fiscal 
year  1980  the  Federal  support  of  nurse  education  and  training. 

Last  year  the  Congress  sent  to  the  President  similar  legislation 
which  was  pocket  vetoed  despite  having  passed  the  Senate  unani- 
mously and  the  House  by  a vote  of  393  to  12.  I was  disappointed 
the  President  pocket  vetoed  the  bill. 

I do  not  believe  the  citizens  of  this  nation,  who  are  having 
desperate  trouble  finding  enough  nurses  to  staff  their  hospitals, 
believe  that  we  have  too  many  nurses  or  that  we  ought  to  train 
less. 

We  will  hear  today  of  nursing  administrators  doing  active  re- 
cruiting and  of  cities  holding  job  fairs  to  attract  nurses.  We  have 
seen  newspaper  articles  across  the  country  attesting  to  the  short- 
age. 

The  bill  we  are  now  considering  S.  230,  was  introduced  by  Sena- 
tor Javits  and  now  has  the  cosponsorship  of  29  members  of  the 
Senate.  It  is  a 1-year  extension.  It  authorizes  $125  million  for  fiscal 
year  1980. 

The  simple  1-year  extension  is  for  two  reasons.  First,  it  will 
permit  completion  of  a study  by  the  Institute  of  Medicine  assessing 
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the  nursing  supply  in  this  country.  Second,  it  will  bring  nurse 
training  in  line  with  the  review  of  all  the  other  manpower  pro- 
grams authorized  under  Public  Law  94-484,  which  expires  at  the 
end  of  fiscal  year  1980. 

The  last  bill  we  will  consider  at  this  morning’s  hearing  is  S.  590, 
the  Clinical  Laboratory  Improvement  Act  of  1979.  S.  590  is  substan- 
tially similar  to  the  bill  that  unanimously  passed  the  Senate  in  the 
95th  Congress  but  failed  to  get  scheduled  for  floor  action  in  the 
House  in  the  hectic  final  days  of  the  last  Congress. 

Senator  Javits  is  once  again  the  sponsor  of  this  legislative  en- 
deavor. For  over  a decade,  Senator  Javits  has  been  leading  the 
fight  to  improve  the  quality  of  the  performance  of  our  Nation’s 
clinical  laboratories  which  is  so  vital  to  our  health  care  system. 

The  clinical  laboratory  industry  now  costs  the  American  people 
over  $12  billion  dollars  a year.  By  next  year,  some  $8.8  billion 
clinical  laboratory  tests  will  be  conducted  at  a cost  of  $15  billion. 
Because  the  work  of  the  clinical  laboratories  is  so  intricately  con- 
nected with  the  care  of  patients  without  high  quality  laboratory 
services  America’s  health  care  system  is  in  jeopardy. 

While  the  Clinical  Laboratory  Improvement  Act  of  1967  resulted 
in  improved  quality  of  laboratory  performance,  current  law  covers 
only  the  large  interstate  laboratories,  less  than  10  percent  of  all 
laboratories  throughout  the  country. 

We  learned  at  hearings  we  held  in  the  94th  and  95th  Congress, 
the  American  people  have  had  to  depend  on  a variety  of  other 
sources  to  assure  the  quality  and  reliability  of  laboratory  work. 

This  patchwork  system  of  regulation  has  not  adequately  served 
either  the  doctor  or  his  or  her  patient.  HEW’s  Forward  Plan  for 
Health  for  fiscal  years  1978  through  1982  indicated  that  “the  accu- 
racy and  precision  of  laboratory  results  continues  to  be  a national 
problem  with  error  rates  ranging  from  8 to  25  percent.” 

The  Clinical  Laboratory  Improvement  Act  of  1979  is  designed  to 
improve  the  quality  of  laboratory  performance  by  requiring  all 
laboratories  to  comply  with  national  standards  designed  to  assure 
accurate  and  reliable  testing. 

This  bill  allows  us  to  achieve  this  result  without  creating  a new 
Federal  bureaucracy.  The  program  will  be  meshed  into  the  already 
existing  Medicare  certification  program  which  is  staffed  and  ad- 
ministered by  state  personnel  in  every  state. 

The  bill  also  has  cost  saving  provisions  by  amending  Medicare  to 
discourage  unwarranted  markups  of  bills  for  laboratory  services 
and  to  place  reasonable  limitations  on  payments  to  hospital  based 
pathologists. 

[The  texts  of  S.  544,  S.  230,  and  S.  590  follow:] 


4 


96th  CONGRESS 
1st  Session 


To  amend  titles  XV  and  XVI  of  the  Public  Health  Service  Act  to  revise  and 
extend  the  authorities  and  requirements  under  those  titles  for  health  planning 
and  health  resources  development. 


m THE  SENATE  OF  THE  UNITED  STATES 

March  5 (legislative  day,  February  22),  1979 
Mr.  Kennedy  (for  himself,  Mr.  Schweiker,  Mr.  Williams,  Mr.  Randolph, 
Mr.  Pell,  Mr.  Cranston,  Mr.  Riegle,  and  Mr.  Javits)  introduced  the 
following  bill;  which  was  read  twice  and  referred  to  the  Committee  on 
Human  Resources 


A BILL 

To  amend  titles  XV  and  XVI  of  the  Public  Health  Service  Act 
to  revise  and  extend  the  authorities  and  requirements  under 
those  titles  for  health  planning  and  health  resources  devel- 
opment. 

1 Be  it  enacted  by  the  Senate  and  House  of  Representa- 

2 tives  of  the  United  States  of  America  in  Congress  assembled, 

3 short  title:  reference  to  act 

4 Section  1.  (a)  This  Act  may  be  cited  as  the  “Health 

5 Planning  Amendments  of  1979”. 
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1 (b)  Whenever  in  this  Act  an  amendment  or  repeal  is 

2 expressed  in  terms  of  an  amendment  to,  or  repeal  of,  a sec- 

3 tion  or  other  provision,  the  reference  shall  be  considered  to 

4 be  made  to  a section  or  other  provision  of  the  Public  Health 

5 Service  Act. 

6 TITLE  I — EE  VISION  AND  EXTENSION  OF  NA- 

7 TIONAL  HEALTH  PLANNING  AND  DEVELOP- 

8 MENT  AUTHORITY 

9 Sec.  101.  (a)  Section  1503(b)(1)  is  amended  by  (1)  strik- 

10  ing  “fifteen”  and  inserting  in  lieu  thereof  “twenty”;  (2)  in- 

11  serting  “the  Assistant  Secretary  for  Rural  Development  of 

12  the  Department  of  Agriculture,”  after  “Defense,”;  and  (3) 

13  striking  “not  less  than  five  shall  be  persons  who  are  not  pro- 

14  viders  of  health  services”  and  inserting  in  lieu  thereof:  “not 

15  less  than  eight  shall  be  persons  who  are  not  providers  of 

16  health  services  including  individuals  who  are  members  of 

17  urban  and  rural  medical  underserved  populations”. 

18  (b)  The  last  sentence  of  section  1511(a)  is  amended  by 

19  (1)  striking  “if  the  Governor  of  each  State”  and  inserting  in 

20  lieu  thereof  “if  the  Governor  of  any  State”  and  (2)  striking 

21  “in  order  to  meet  the  other  requirements  of  this  subsection”. 

22  (c)  Section  1501(b)(1)  is  amended  by  adding  at  the  end 

23  thereof  the  following  “Such  standards  shall  reflect  the  unique 

24  circumstances  and  needs  of  medical  underserved  populations 

25  including  isolated  rural  communities.”. 
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1 Sec.  102.  Section  1511(b)(4)  is  amended  to  read  as  fol- 

2 lows: 

3 “(4)(A)  The  Secretary  shall  review  on  his  own  initiative 

4 or  at  the  request  of  any  Governor  or  designated  health  sys- 

5 terns  agency  the  appropriateness  of  the  boundaries  of  the 

6 health  service  areas  established  under  paragraph  (3)  and,  if 

7 he  determines  that  the  boundaries  for  a health  service  area 

8 no  longer  meet  the  requirements  of  subsection  (a),  or  if  the 

9 boundaries  for  a proposed  revised  health  service  area  meet 

10  the  requirements  of  subsection  (a)  in  a significantly  more  ap- 

11  propriate  manner  in  terms  of  the  efficiency  and  effectiveness 

12  of  health  planning  efforts,  he  shall  revise  the  boundaries  in 

13  accordance  -with  the  procedures  prescribed  by  paragraph 

14  (3)(B)(ii).  If  the  Secretary  acts  on  his  own  initiative  to  revise 

15  the  boundaries  of  any  health  service  area,  he  shall  consult 

16  with  the  Governor  of  the  appropriate  State  or  States,  the 

17  chief  executive  officer  or  agency  of  the  political  subdivisions 

18  within  the  St^te  or  States  that  would  be  affected  by  the  revi- 

19  sion,  the  appropriate  designated  health  systems  agency  or 

20  agencies  and  the  appropriate  established  Statewide  Health 

21  Coordinating  Council.  A Governor  may  request  a revision  of 

22  the  boundaries  of  a health  service  area  only  after  consultation 

23  with  the  Governor  of  any  other  appropriate  State  or  States, 

24  the  chief  executive  officer  or  agency  of  the  political  subdivi- 

25  sions  within  the  State  or  States  that  would  be  affected  by  the 
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1 revision,  the  appropriate  designated  health  systems  agencies, 

2 and  the  appropriate  established  Statewide  Health  Coordinat- 

3 ing  Council  and  shall  include  in  such  request  the  comments 

4 concerning  the  proposed  revision  made  by  such  individuals 

5 and  entities.  A designated  health  systems  agency  may  make 

6 a request  to  revise  the  boundaries  of  its  health  service  area 

7 only  after  consultation  with  the  Governor  of  the  appropriate 

8 State  or  States,  the  chief  executive  officer  or  agency  of  the 

9 political  subdivisions  within  the  State  or  States  that  would  be 

10  affected  by  the  revision,  the  other  appropriate  designated 

11  health  system  agency  or  agencies,  and  the  appropriate  estab- 

12  lished  Statewide  Health  Coordinating  Council  and  shall  in- 

13  elude  in  such  request  the  comments  concerning  the  proposed 

14  revision  made  by  such  individuals  and  entities.  No  proposed 

15  revision  of  the  boundaries  of  a health  service  area  shall  com- 

16  prise  an  entire  State  without  the  prior  consent  of  the  Gover- 

17  nor  of  such  State.  In  addition,  for  each  proposed  revision  of 

18  the  boundaries  of  a health  service  area,  the  Secretary  shall 

19  give  notice  and  an  opportunity  for  a hearing  on  the  record  by 

20  all  interested  persons  and  make  a written  determination  of 

21  his  findings  and  decision. 

22  “(B)  The  Secretary  shall,  by  January  1,  1980,  by  regu- 

23  lation  establish  criteria  for  the  revision  of  the  boundaries  of 

24  health  service  areas.”. 

25  Sec.  103.  Section  1511(c)  is  repealed. 
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1 Sec.  104.  (a)  Section  1512(b)  is  amended  by  adding  the 

2 following  new  subsection  at  the  end  thereof: 

3 “(7)  Conflict  of  Inteeest. — Each  health  systems 

4 agency  shall  adopt  procedures  in  accordance  with  regulations 

5 promulgated  by  the  Secretary  to  insure  that  no  member,  em- 

6 ployee,  consultant  or  agent  participates  in  any  matter  regard- 

7 ing  any  person,  institution,  organization  or  other  entity  with 

8 which  he  or  she  has  or  has  had  within  the  past  three  years 

9 any  substantial  direct  or  indirect  employment,  fiduciary,  com- 

10  petitive,  medical  staff,  or  ownership  or  other  financial  inter- 

11  est.”. 

12  (b)  Section  1524(b)  is  amended  by  adding  at  the  end 

13  thereof  the  following  new  paragraph: 

14  “(4)  A SHCC  shall  adopt  procedures  in  accordance  with 

15  regulations  promulgated  by  the  Secretary  to  insure  that  no 

16  member,  employee,  consultant  or  agent  participates  in  any 

17  matter  regarding  any  person,  institution,  organization  or 

18  other  entity  with  which  he  or  she  has  or  has  had  within  the 

19  past  three  years  any  substantial  direct  or  indirect  employ- 

20  ment,  fiduciary,  competitive,  medical  staff,  or  ownership  or 

21  other  financial  interest.”. 

22  Sec.  105.  (a)  The  first  sentence  of  section  1512(b)(2)(A) 

23  is  amended  by — 

24  (1)  inserting  “,  to  the  extent  practicable,”  after 
“shall”, 
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1 (2)  striking  “health  planning”  and  inserting  in  lieu 

2 thereof  “health  and  mental  health  planning”, 

3 (3)  striking  “health  resources”  and  inserting  in 

4 lieu  thereof  “health  and  mental  health  resources”,  and 

5 (4)  inserting  before  the  period  at  the  end  thereof 

6 “,  (v)  financial  and  economic  analysis,  and  (vi)  public 

7 health  and  prevention  of  disease”. 

8 (b)  The  second  sentence  of  section  1512(b)(2)(A)  is 

9 amended  by  striking  “health  resources”  and  inserting  in  lieu 

10  thereof  “health  and  mental  health  resources”. 

11  (c)  Section  1512(b)(2)(A)  is  amended  by  adding  at  the 

12  end  the  following:  “At  least  one  member  of  the  staff  shall  be 

13  designated  to  have  the  responsibility  of  providing  the  con- 

14  sumer  members  of  the  governing  body  of  an  agency  with 

15  such  assistance  as  they  may  require  to  effectively  perform 

1 6 their  functions . ” . 

17  Sec.  106.  Section  1512(b)(3)  is  amended  by  adding 

18  after  subparagraph  (C)  the  following  new  subparagraph: 

19  “(D)  Selection. — Each  health  systems  agency  shall 

20  establish  a process  for  the  selection  of  the  members  of  its 

21  governing  body  and  any  subarea  advisory  councils  which 

22  process  is  designed  to  assure  that  (i)  such  members  are  se- 

23  lected  in  accordance  with  the  requirements  of  subparagraph 

24  (C),  (ii)  there  is  the  opportunity  for  broad  participation  in 

25  such  process  by  the  residents  of  the  health  service  area  of  the 
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1 agency,  and  (iii)  the  participation  of  such  residents  will  be 

2 encouraged  and  facilitated.  Such  process  shall  prohibit  the 

3 selection  of  members  of  such  body  by  members  of  such  body 

4 and  members  of  such  councils  by  members  of  such  council. 

5 Each  agency  shall  make  public  such  process  and  report  it  to 

6 the  Secretary/'. 

7 Sec.  107.  (a)  Section  1512(b)(3)(A)  is  amended  by  in- 

8 serting  before  the  period  at  the  end  of  the  first  sentence  the 

9 following:  “except  that  a public  regional  planning  body  or 

10  unit  of  general  local  government  which  is  a health  systems 

11  agency  is  not  required  to  delegate  to  its  governing  body  for 

12  health  planning  the  exclusive  authority  to — 

13  “(i)  appoint  and  with  cause  remove  members  of 

14  the  governing  body  for  health  planning; 

15  “(ii)  establish  personnel  rules  and  practices  for  the 

16  staff  of  the  governing  body  for  health  planning; 

17  “(iii)  approve  the  agency’s  budget;  or, 

18  “(iv)  any  combination  of  the  activities  described  in 

19  clauses  (i),  (ii),  and  (iii).” 

20  (b)  Section  1 5 1 2(b)(3)(C)(iii)(I)  is  amended  by  (1)  strik- 

21  ing  “and  other  representatives  of  governmental  authorities” 

22  and  inserting  in  lieu  thereof  “and  other  representatives  of 

23  units  of  general  purpose  local  government”  and  (2)  adding  at 

24  the  end  thereof  the  following  new  sentences:  “To  be  consid- 

25  ered  a representative  of  a unit  of  general  purpose  local  gov- 
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1 emment,  an  individual  must  be  appointed  by  such  unit  or  a 

2 combination  thereof.  For  the  purpose  of  this  clause,  the  State 

3 government  of  a State  which  is  comprised  of  a single  health 

4 service  area  shall  be  deemed  to  be  a unit  of  general  purpose 

5 local  government.". 

6 Sec.  108.  Section  151 2(b)(3)(B)(vi)  is  amended  by  (1) 

7 striking  out  “reimburse”  and  by  inserting  in  lieu  thereof  “re- 

8 imburse  (or  when  appropriate  make  advances  to)”  and  (2) 

9 inserting  “and  performing  any  other  duties  and  functions  of 

10  the  health  systems  agency”  after  “governing  body”. 

11  Sec.  109.  (a)  Section  1512(b)(3)(B)(viii)  is  amended  by 

12  (1)  inserting  “,  except  for  meetings  or  portions  thereof  called 

13  to  discuss  the  performance  or  remuneration  of  an  individual 

14  employee  of  the  health  systems  agency  which  if  public  would 

15  constitute  a clearly  unwarranted  invasion  of  the  personal  pri- 

16  vacy  of  such  employee”  after  “conduct  its  business  meetings 

17  in  public”  and  (2)  inserting  “,  except  for  personnel  records 

18  and  data  regarding  an  individual  employee  the  disclosure  of 

19  which  would  constitute  a clearly  unwarranted  invasion  of  the 

20  personal  privacy  of  such  employee,”  after  “records  and 

21  data”. 

22  (b)  Section  1512(b)(6)(A)  is  amended  by  inserting  “, 

23  except  to  personnel  records  and  data  regarding  an  individual 

24  employee  the  disclosure  of  which  would  constitute  a clearly 
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1 unwarranted  invasion  of  the  personal  privacy  of  such  employ- 

2 ee”  after  “such  access  thereto”. 

3 (c)  Section  1522(b)(6)  is  amended  by  (1)  inserting 

4 except  for  meetings  or  portions  thereof  called  to  discuss  the 

5 performance  or  remuneration  of  an  individual  employee  of  the 

6 State  Agency  which  if  public  would  constitute  a clearly  un- 

7 warranted  invasion  of  the  personal  privacy  of  such  employ- 

8 ee”  after  “conduct  its  business  meetings  in  public”  and  (2) 

9 inserting  “,  except  for  personnel  records  and  data  regarding 

10  an  individual  employee  the  disclosure  of  which  would  consti- 

1 1 tute  a clearly  unwarranted  invasion  of  the  personal  privacy  of 

12  such  employee,”  after  “records  and  data.” 

13  (d)  Section  1532(b)(10)  is  amended  by  inserting  “, 

14  except  to  personnel  records  and  data  regarding  an  individual 

15  employee  the  disclosure  of  which  would  constitute  a clearly 

16  unwarranted  invasion  of  the  personal  privacy  of  such  employ- 

17  ee,”  after  “State  Agency  review.” 

18  Sec.  110.  Section  1512(b)(3)(C)(i)  is  amended  by  (1) 

19  striking  “(nor  within  the  twelve  months  preceding  appoint- 

20  ment  been)”  and  (2)  inserting  “including  but  not  limited  to 

21  unions  and  corporations”  after  “major  purchasers  of  health 

22  care”. 

23  Sec.  111.  (a)  The  first  sentence  of  section 

24  1512(b)(3)(C)(ii)  is  amended  by  inserting  “or  have  their  prin- 

25  cipal  place  of  business  within”  after  “residents  of”. 
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1 (b)  Section  1512(b)(3)(C)  is  amended  by  striking  “health 

2 care”  each  place  it  occurs  and  inserting  in  lieu  thereof 

3 ' “health  or  mental  health  care”. 

4 (c)  Section  1512(b)(3)(C)(ii)(II)  is  amended  by  inserting 

5 “rehabilitation  facilities,”  after  “long-term  care  facilities,”. 

6 Sec.  112.  (a)  The  first  sentence  of  section 

7 1512(b)(3)(C)(ii)  is  amended  by  inserting  “including  doctors  of 

8 medicine  and  osteopathy”  after  “(I)  physicians”. 

9 (b)  Section  1531(3)(A)  is  amended  by  inserting  “(a 

10  doctor  of  medicine  and  a doctor  of  osteopathy)”  after  “includ- 

11  ing  a physician”. 

12  (c)  Section  1531(3)  is  amended  by  striking  “provider  of 

13  health  care”  each  place  it  occurs  and  inserting  in  lieu  thereof 

14  “provider  of  health  or  mental  health  care”. 

15  Sec.  113.  The  first  sentence  of  section  1512(b)(3)(C)(ii) 

16  is  amended  by  (1)  striking  “and”  after  “health  professional 

17  schools,”  and  inserting  before  the  period  at  the  end  thereof  “, 

18  (VI)  non-professional  health  workers  and  (VII)  other  provid- 

19  ers  of  health  or  mental  health  care”  and  (2)  striking  “sub- 

20  stance”  and  inserting  in  lieu  thereof  “alcohol  and  drug”. 

21  Sec.  114.  (a)  Section  1512(b)(3)(C)(iii)(II)  is  amended 

22  by  inserting  “at  least”  before  “equal”. 

23  (b)  Section  1 5 1 2(b)(3)(C)(iii)(IH)  is  amended  by  inserting 

24  “non-voting”  before  “ex  officio”. 


14 


11 

1 Sec.  115.  Section  1512(b)(3)(C)(iv)  is  amended  by  (1) 

2 striking  “of  its  members”  and  to  the  extent  practicable,” 

3 and  (2)  striking  “the  representation  on  such  subcommittee  or 

4 group  described  in  this  subparagraph”  and  inserting  in  lieu 

5 thereof  “that  a majority  of  the  members  of  any  such  subcom- 

6 mittee  or  group  are  consumers  of  health  or  mental  health 

7 care”. 

8 Sec.  116.  (a)  Section  1512(b)(4)  is  amended  by  (1)  strik- 

9 ing  “member  or  employee”  and  inserting  in  lieu  thereof 

10  “member,  employee,  consultant  or  agent”  and  (2)  striking  “if 

11  he  has  acted  within  the  scope  of  such  duty,  function,  or  activ- 

12  ity,  has  exercised  due  care,  and  has  acted,  with  respect  to 

13  that  performance,  without  malice  toward  any  person  affected 

14  by  it”  and  inserting  in  lieu  thereof  “if  he  could  have  reason- 

15  ably  believed  he  was  acting  within  the  scope  of  such  duty, 

16  function,  or  activity,  and  acted,  with  respect  to  that  perform- 

17  ance,  without  gross  negligence  or  malice  toward  any  person 

18  affected  by  it”. 

19  (b)  Section  1524  is  amended  by  adding  at  the  end  there- 

20  of  the  following  new  subsection: 

21  “(d)  No  individual  who,  as  a member,  employee,  consul- 

22  tant  or  agent  of  a SHCC  shall,  by  reason  of  his  performance 

23  of  any  duty,  function  or  activity  required  of,  or  authorized  to 

24  be  undertaken  by  the  SHCC,  be  liable  for  payment  of  dam- 

25  ages  under  any  law  of  the  United  States  or  any  State  (or 


1 

2 

3 

4 

5 

6 

7 

8 

9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

23 

24 

25 


15 


12 

political  subdivision  thereof)  if  he  could  have  reasonably  be- 
lieved he  was  acting  within  the  scope  of  such  duty,  function, 
or  activity,  and  acted,  with  respect  to  that  performance, 
without  gross  negligence  or  malice  toward  any  person  affect- 
ed by  it.”. 

Sec.  117.  Section  1512(b)(6)  is  amended  by  redesignat- 
ing subparagraphs  (A),  (B),  and  (C)  as  subparagraphs  (B), 
(C),  and  (D)  and  by  adding  before  subparagraph  (B)  (as  so 
redesignated)  the  following: 

“(A)  provide  that  any  executive  committee  of  the 
agency  and  any  entity  appointed  by  the  governing 
body  or  executive  committee  of  the  agency  and  any 
subarea  advisory  council  shall  (i)  conduct  its  business 
meetings  in  public  (except  for  meetings  or  portions 
thereof  called  to  discuss  the  performance  or  remunera- 
tion of  an  individual  employee  which  if  public  would 
constitute  a clearly  unwarranted  invasion  of  the  per- 
sonal privacy  of  such  employee),  (ii)  give  adequate 
notice  of  its  meetings  to  those  persons  who  have  re- 
quested such  notice,  and  (iii)  make  its  records  and  data 
available,  upon  request,  to  the  public  (other  than  per- 
sonnel records  and  data  regarding  an  individual  em- 
ployee the  disclosure  of  which  would  constitute  a clear- 
ly unwarranted  invasion  of  the  personal  privacy  of  such 
employee);”. 
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1 Sec.  118.  (a)  The  first  sentence  of  section  1513(b)(2)  is 

2 amended  by  striking  “and”  before  “(C)”  and  inserting  after 

3 “health  resources  and  services”  the  following:  “;  (D)  which 

4 describe  the  institutional  health  services  (as  defined  in  sectipn 

5 1531(5))  needed  to  provide  for  the  well-being  of  persons  re- 

6 ceiving  care  within  the  health  service  area  including,  at  a 

7 minimum,  the  number  and  type  of  medical  facilities,  rehabili- 

8 tation  facilities,  nursing  homes,  beds,  and  equipment  needed 

9 to  provide  acute  inpatient,  psychiatric  inpatient,  obstetrical 

10  inpatient,  neonatal  inpatient,  long  term  care,  and  treatment 

11  for  alcohol  and  drug  abuse;  the  extent  to  which  existing 

12  medical  facilities,  rehabilitation  facilities,  nursing  homes,  beds 

13  and  equipment  are  in  need  of  modernization  or  conversion  to 

14  new  uses;  and,  the  extent  to  which  new  medical  facilities, 

15  rehabilitation  facilities,  nursing  homes,  beds  and  equipment 

16  need  to  be  constructed  or  acquired;  (E)  which  describe  other 

17  health  services  (other  than  institutional  health  services  as  de- 

18  fined  in  section  1531(5))  needed  to  provide  for  the  well-being 

19  of  persons  receiving  care  within  the  health  service  area  in- 

20  eluding,  at  a minimum,  the  number  and  type  of  health  main- 

21  tenance  organizations,  outpatient  (including  primary  care) 

22  facilities,  rehabilitation  facilities,  facilities  for  the  treatment  of 

23  alcohol  abuse  and  drug  abuse,  and  other  medical  facilities, 

24  and  home  health  agencies  and  equipment  needed  to  provide 

25  public  health  services  and  outpatient  care  and  the  extent  to 
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which  such  facilities  and  equipment  are  in  need  of  moderniza- 
tion or  conversion  to  new  uses  and  the  extent  to  which  new 
such  health  maintenance  organizations,  facilities,  home 
health  agencies  and  equipment  need  to  be  constructed  or  ac- 
quired.”. 

(b)  The  second  sentence  of  section  1523(a)(4)(B)  is 
amended  by  inserting  “and  that  are  consistent  except  in 
emergency  circumstances  that  pose  a threat  to  public  health 
with  the  State  health  plan  required  by  section  1524(c)”  after 
“found  to  be  needed”. 

(c)  The  first  sentence  of  section  1524(c)(2)(A)  is  amend- 
ed by  striking  “Prepare”  and  inserting  in  lieu  thereof  “With 
the  concurrence  of  the  Governor,  prepare”. 

(d)  Section  1524(c)(2)  is  amended  by  (1)  redesignating 
subparagraph  (B)  as  subparagraph  (C)  and  (2)  by  inserting 
after  subparagraph  (A)  the  following  new  subparagraph: 

“(B)  In  addition  to  the  requirements  of  subpara- 
graph (A),  a State  health  plan  shall  be  coordinated 
with  the  State  mental  health  plan  developed  pursuant 
to  the  Community  Mental  Health  Centers  Act,  the 
State  alcohol  abuse  plan  developed  pursuant  to  the 
Comprehensive  Alcohol  Abuse  and  Alcoholism  Preven- 
tion Treatment  and  Rehabilitation  Act,  and  the  State 
drug  abuse  plan  developed  pursuant  to  the  Drug  Abuse 
Office  and  Treatment  Act  of  1972,  and  shall  describe 
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the  resource  requirements  of  manpower,  facilities, 
equipment,  and  funds  necessary  to  provide  access, 
availability  and  quality  services  at  a reasonable  cost  to 
persons  receiving  care  within  the  State  including,  at  a 
minimum — 

“(i)  the  institutional  health  services  (as  de- 
fined in  section  1531(5))  comprising,  but  not  limit- 
ed to,  the  number  and  type  of  medical  facilities, 
rehabilitation  facilities,  nursing  homes,  beds,  and 
equipment  needed  for  acute  inpatient,  psychiatric 
inpatient,  obstetrical  inpatient,  neonatal  inpatient, 
long  term  care,  and  treatment  for  alcohol  abuse 
and  drug  abuse;  the  extent  to  which  existing 
medical  facilities,  rehabilitation  facilities,  nursing 
homes,  beds  and  equipment  are  in  need  of  mod- 
ernization or  conversion  to  new  uses;  and,  the 
extent  to  which  new  such  medical  facilities,  reha- 
bilitation facilities,  nursing  homes,  beds,  and 
equipment  need  to  be  constructed  or  acquired,  and 
“(ii)  other  health  services  (other  than  institu- 
tional health  services  as  defined  in  section 
1531(5))  comprising,  but  not  limited  to,  the 
number  and  type  of  health  maintenance  organiza- 
tions, outpatient  (including  primary  care)  facilities, 
rehabilitation  facilities,  facilities  for  the  treatment 
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1 of  alcohol  abuse  and  drug  abuse,  and  other  medi- 

2 cal  facilities,  home  health  agencies  and  equipment 

3 needed  for  public  health  services  and  outpatient 

4 care  and  the  extent  to  which  such  facilities  and 

5 equipment  are  in  need  of  modernization  and  con- 

6 version  to  new  uses  and  the  extent  to  which  new 

7 such  health  maintenance  organizations,  facilities, 

8 home  health  agencies  and  equipment  need  to  be 

9 constructed  or  acquired.”. 

10  (e)  Section  1524(c)(2)  is  amended  by  adding  at  the  end 

1 1 thereof  the  following  new  subparagraph: 

12  “(D)  If  a State  health  plan  as  required  by  this 

13  subsection  is  not  in  effect  for  the  State,  the  Secretary 

14  may  not  make  any  grant  to  the  State  health  planning 

15  and  development  agency  pursuant  to  section  1525.”. 

16  Sec.  119.  (a)  The  second  sentence  of  section  1513(b)(2) 

17  is  amended  by  inserting  “in  the  process  of  annually  reviewing 

18  an  HSP,  and  before  amending  an  HSP”  after  “Before  estab- 

19  lishing  an  HSP,”. 

20  (b)  Section  1513(b)(3)  is  amended  by  (1)  inserting  after 

21  “goals  of  the  HSP”  the  following:  “(as  revised  pursuant  to 

22  section  1524(c)(2)(A))”  and  (2)  adding  at  the  end  thereof  the 

23  following  new  sentence:  “The  AIP  shall  be  established,  an- 

24  nually  reviewed,  and  amended  in  accordance  with  the  proce- 

25  dures  set  forth  in  the  last  two  sentences  of  paragraph  (2).”. 
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1 (c)  Section  1513(b)(2)  is  amended  by  inserting  after  the 

2 first  sentence  thereof  the  following  new  sentence:  “The  HSP 

3 shall  include  identifiable  alcohol  abuse,  drug  abuse,  and 

4 mental  health  components,  and  shall  address  specifically  the 

5 needs  of  all  medical  underserved  populations  in  the  health 

6 service  area.”. 

7 (d)  Section  1513(b)(2)(C)  is  amended  by  striking  “and 

8 are  consistent  with”. 

9 (e)  Section  1513(b)  is  amended  by  adding  at  the  end 

10  thereof  the  following  new  paragraph: 

11  “(5)  The  agency  shall  submit  to  the  State  Health 

12  Planning  and  Development  Agency,  the  Statewide 

13  Health  Coordinating  Council,  and  the  Secretary  a de- 

14  tailed  statement  of  the  reasons  for  any  inconsistencies 

15  between  its  HSP  and  ATP  and  the  national  guidelines 

16  and  priorities  established  under  this  Act.”. 

17  Sec.  120.  Section  1513(c)(2)  is  amended  by  (1)  striking 

18  “may”  and  inserting  in  lieu  thereof  “shall”  and  (2)  inserting 

19  “in  obtaining  and  filling  out  the  necessary  forms  and  may 

20  provide  other  technical  assistance”  after  “technical  assist- 

21  ance”. 

22  Sec.  121.  (a)  The  fourth  sentence  of  section  1513(c)(3) 

23  is  amended  by  inserting  “except  that  if  such  grant  or  contract 

24  is  renewed,  funds  may  be  carried  forward  to  the  subsequent 

25  grant  or  contract  period  without  being  deducted  from  the 
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1 amount  of  the  subsequent  grant  or  contract”  before  the 

2 period  at  the  end  thereof. 

3 (b)  The  second  sentence  of  section  1516(a)  is  amended 

4 by  striking  “renewed  (as  the  case  may  he)”  and  inserting  in 

5 lieu  thereof  “in  the  event  that  the  grant  is  renewed,  may  be 

6 carried  forward  to  the  subsequent  grant  period  without  being 

7 deducted  from  the  subsequent  grant  award”. 

8 (c)  The  second  sentence  of  section  1525(a)  is  amended 

9 by  striking  “renewed”  and  inserting  in  lieu  thereof  “in  the 

10  event  that  the  grant  is  renewed,  may  be  carried  forward  to 

11  the  subsequent  grant  period  without  being  deducted  from  the 

12  subsequent  grant  award”. 

13  (d)  Section  1526(c)(1)  is  amended  by  inserting  “except 

14  that  if  such  a grant  is  renewed,  funds  may  be  carried  forward 

15  to  the  subsequent  grant  period  without  being  deducted  from 

16  the  subsequent  grant  award”  after  “such  grant  was  made”. 

17  Sec.  122.  (a)  Section  1513(d)  is  amended  by  (1)  insert- 

18  ing  “(including  area  agencies  on  aging,  local  and  regional 

19  alcohol  abuse,  drug  abuse,  and  mental  health  planning  agen- 

20  cies)”  after  “administrative  agencies”  in  paragraph  (3);  (2) 

21  redesignating  paragraph  “(4)”  as  paragraph  “(5);  (3)  striking 

22  “and”  in  paragraph  (3);  and  (4)  adding  after  paragraph  (3) 

23  the  following  new  paragraph: 

24  “(4)  any  entity  of  the  State  in  which  the  agency 

25  is  located  which  reviews  the  rates  and  budgets  of 
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1 health  care  facilities  located  in  the  agency’s  health 

2 service  area,  and”. 

3 (b)  Section  1522(b)(7)(A)  is  amended  by  inserting  “and 

4 for  the  coordination  by  the  State  Agency  in  the  conduct  of  its 

5 activities  with  any  entity  of  the  State  which  reviews  the  rates 

6 and  budgets  of  health  care  facilities  in  the  State”  after 

7 “health  care,”. 

8 Sec.  123.  (a)  Section  1513(g)  is  amended  by  adding  at 

9 the  end  thereof  the  following  new  paragraph: 

10  “(3)  In  making  the  appropriateness  review  re- 

11  quired  by  paragraph  (1),  each  health  systems  agency 

12  shall  address  at  a minimum  issues  of  need,  accessibil- 

13  ity,  financial  viability,  cost  effectiveness,  costs  and 

14  charges  to  the  public,  and  quality  of  service  provided.”. 

15  (b)  Section  1513(e)(1)(B)  is  amended  by  (1)  striking  “in- 

16  tended  for  use  in  the  health  service”  and  inserting  in  lieu 

17  thereof  “that  would  make  a significant  change  in  the  health 

18  services  offered  within  the  health  service  area”  and  (2)  strik- 

19  ing  “the  delivery  of  health  services”  and  inserting  in  lieu 

20  thereof  “to  support  the  delivery  of  health  services  which 

21  would  make  a significant  change  in  the  health  services  of- 

22  fered  in  the  health  service  area”. 

23  Sec.  124.  Section  1513(g)(1)  is  amended  by  (1)  striking 

24  “all”  and  inserting  in  lieu  thereof  “at  least  those”  and  (2) 
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inserting  “identified  in  the  State  health  plan  prepared  pursu- 
ant to  section  1524(c)(2)”  before  “offered”. 

Sec.  125.  Section  1514  is  amended  by  striking  “may” 
and  inserting  in  lieu  thereof  “shall”. 

Sec.  126.  (a)  The  last  sentence  of  section  1515(b)  is 
deleted. 

(b)  The  last  sentence  of  section  1515(c)(2)  is  deleted. 
Sec.  127.  (a)(1)  Paragraphs  (1)  and  (3)  of  section 
1515(c)  are  each  amended  by  striking  out  “twelve  months” 
and  inserting  in  lieu  thereof  “thirty-six  months”. 

(2)  Section  1515(c)(1)  is  amended — 

(A)  by  inserting  “(A)”  after  “(c)(1)”, 

(B)  by  redesignating  subparagraphs  (A)  and  (B)  as 
clauses  (i)  and  (ii),  respectively. 

(C)  by  amending  clause  (ii)  (as  so  redesignated)  to 
read  as  follows: 

“(ii)  by  the  Secretary  if  the  Secretary  deter- 
mines, in  accordance  with  subparagraph  (B),  that 
the  entity  is  not  complying  with  the  provisions  of 
such  agreement.”,  and 

(D)  by  adding  at  the  end  the  following: 

“(B)  Before  the  Secretary  may  terminate,  under 
subparagraph  (A)(ii),  an  agreement  with  an  entity  for 
designation  as  the  health  systems  agency  for  a health 
service  area,  the  Secretary  shall — 
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1 “(i)  consult  with  the  Governor  and  the 

2 Statewide  Health  Coordinating  Council  of  each 

3 State  in  which  is  located  the  health  service  area 

4 respecting  the  proposed  termination, 

5 “(ii)  give  the  entity  notice  of  the  intention  to 

6 terminate  the  agreement  and  in  the  notice  specify 

7 with  particularity  (I)  the  basis  for  the  determina- 

8 tion  of  the  Secretary  that  the  entity  is  not  in  com- 

9 pliance  with  the  agreement,  and  (II)  the  actions 

10  that  the  entity  should  take  to  come  into  compli- 

11  ance  with  the  agreement,  and 

12  “(iii)  provide  the  entity  with  a reasonable  op- 

13  portunity  for  a hearing,  before  an  officer  or  em- 

14  ployee  of  the  Department  of  Health,  Education, 

15  and  Welfare  designated  for  such  purpose,  on  the 

16  matter  specified  in  the  notice.”. 

17  (3)  The  amendments  made  by  paragraphs  (1)  and  (2) 

18  shall  take  effect  with  respect  to  designation  agreements  en- 

19  tered  into  under  section  1515(c)  of  the  Public  Health  Service 

20  Act  after  the  date  of  the  enactment  of  this  Act. 

21  (b)  Section  1515(c)  (as  amended  by  subsection  (a))  is 

22  amended  by  adding  after  clause  (ii)  of  paragraph  (1)  (A)  the 

23  following:  “A  designation  agreement  under  this  subsection 

24  may  be  terminated  by  the  Secretary  before  the  expiration  of 

25  its  term  if  the  health  service  area  with  respect  to  which  the 
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1 agreement  was  entered  into  is  revised  under  section 

2 1511(b)(4)  and  the  Secretary  determines,  after  consultation 

3 with  the  Governor  and  Statewide  Health  Coordinating  Coun- 

4 cil  of  each  State  in  which  the  health  service  area  (as  revised) 

5 is  located,  that  the  health  systems  agency  designated  under 

6 such  agreement  cannot  effectively  carry  out  the  agreement 

7 for  the  area  (as  revised).  In  terminating  an  agreement  under 

8 the  preceding  sentence,  the  Secretary  shall  provide  that  the 

9 termination  shall  not  take  effect  before  an  agreement  for  the 

10  designation  of  a new  agency  takes  effect  and  shall  provide 

11  the  agency  designated  under  the  agreement  to  be  terminated 

12  an  opportunity  to  terminate  its  affairs  in  a satisfactory 

13  manner.”. 

14  (c)  Section  1515(c)(3)  is  amended  by  (1)  inserting  “(A)” 

15  after  “(3)”;  (2)  inserting  “during  the  period  of  the  agreement 

16  to  be  renewed”  after  “section  1513”;  and  (3)  by  adding  at 

17  the  end  thereof  the  following  new  paragraphs: 

18  “(B)  If  upon  review  (as  provided  in  section  1535) 

19  of  the  agency’s  operation  and  performance  of  its  func- 

20  tions,  the  Secretary  determines  that  it  has  not  fulfilled, 

21  in  a satisfactory  manner,  the  functions  of  a health  sys- 

22  terns  agency  prescribed  by  section  1513  during  the 

23  period  of  the  agreement  to  be  renewed  or  does  not 

24  continue  to  meet  the  requirements  of  section  1512(b), 

25  he  may  terminate  such  agreement  or  return  such 
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1 agency  to  a conditionally  designated  status  under  sub- 

2 section  (b)  for  a period  not  to  exceed  twelve  months. 

3 At  the  end  of  such  period,  the  Secretary  shall  either 

4 terminate  its  agreement  with  such  agency  or  enter  into 

5 an  agreement  with  such  agency  under  paragraph  (1). 

6 “(C)  Before  renewing  an  agreement  with  a health 

7 systems  agency  under  this  subsection,  the  Secretary 

8 shall  provide  the  State  health  planning  and  develop- 

9 ment  agency  and  the  Statewide  Health  Coordinating 

10  Council  of  the  State  in  which  the  health  systems 

11  agency  is  located  an  opportunity  to  comment  on  the 

12  performance  of  such  agency  and  to  provide  a recom- 

13  mendation  on  whether  such  agreement  should  be  re- 

14  newed  and  whether  its  renewal  should  be  made  subject 

15  to  conditions  as  authorized  by  paragraph  (3). 

16  “(D)  If  the  Secretary  enters  into  an  agreement 

17  under  this  subsection  with  an  entity  or  renews  such  an 

18  agreement,  the  Secretary  shall  notify  the  Governor  of 

19  the  State  in  which  such  entity  is  located  of  the  agree- 

20  ment,  its  renewal,  and,  if  any  conditions  have  been  im- 

21  posed  under  paragraph  (3),  such  conditions.”. 

22  (d)  The  last  sentence  of  section  1515(c)(2)  is  amended  to 

23  read  as  follows:  “In  considering  such  applications,  the  Secre- 

24  tary  shall  give  priority  to  any  application  which  has  been 
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1 recommended  by  a Governor  or  a Statewide  Health  Coordi- 

2 nating  Council  for  approval.”. 

3 (c)  Section  1515(b)(4)  is  amended  by  striking  out  the 

4 last  sentence  and  substituting:  “In  considering  such  applica- 

5 tions,  the  Secretary  shall  give  priority  to  any  application 

6 which  has  been  recommended  by  a Governor  or  a Statewide 

7 Health  Coordinating  Council  for  approval.  When  the  Secre- 

8 tary  enters  into  an  agreement  with  an  entity  under  paragraph 

9 (1),  the  Secretary  shall  notify  the  Governor  of  the  State  in 

10  which  such  entity  is  located  of  such  agreement.”. 

11  Sec.  128.  Section  1515(d)  is  amended  by  (1)  inserting 

12  “agreement”  after  “If  a designation”  and  (2)  inserting  “or  is 

13  not  renewed”  after  “prescribed  for  its  expiration”. 

14  Sec.  129.  (a)  Section  1516(b)(2)(A)(i)  is  amended  to 

15  read  as  follows: 

16  “(i)  the  greater  of  (I)  the  amount  determined 

17  under  paragraph  (1)  without  regard  to  this  paragraph 

18  or  paragraph  (3),  or  (H)  the  amount  determined  under 

19  paragraph  (3),  and”. 

20  (b)  Section  1516(b)(3)  is  amended  to  read  as  follows: 

21  “(3)  The  amount  of  a grant  under  subsection  (a)  to  a 

22  health  systems  agency  designated  under  section  1515(c)  may 

23  not  be  less  than  $250,000  in  the  fiscal  year  ending  Septem- 

24  ber  30,  1980,  $270,000  in  the  fiscal  year  ending  September 

25  30,  1981,  and  $290,000  in  any  succeeding  fiscal  year.”. 
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1 (c)  Section  1516(c)(1)  is  amended  by  (1)  striking  “and” 

2 after  “1976”  and  (2)  inserting  “,  $150,000,000  for  the  fiscal 

3 year  ending  September  30,  1980,  $175,000,000  for  the  fiscal 

4 year  ending  September  30,  1981,  and  $200,000,000  for  the 

5 fiscal  year  ending  September  30,  1982”  before  the  period. 

6 (d)  Section  1516(c)  is  amended  by  redesignating  para- 

7 graph  (2)  as  paragraph  (3)  and  inserting  after  paragraph  (1) 

8 the  following  new  paragraph: 

9 “(2)  Of  the  amount  appropriated  under  paragraph  (1)  for 

10  any  fiscal  year,  the  Secretary  may  use  not  more  than  5 per 

11  centum  of  such  amount  to  increase  the  amount  of  a grant  in 

12  such  fiscal  year  to  a health  systems  agency  under  subsection 

13  (a)  to  assist  the  agency  in  meeting  extraordinary  expenses 

14  (including,  but  not  limited  to,  extraordinary  expenses  result- 

15  ing  from  the  agency’s  health  systems  area  being  located  in 

16  more  than  one  State,  from  the  agency  serving  a large  rural 

17  or  urban  medical  underserved  population,  or  a geographically 

18  large  health  service  area)  which  would  not  be  covered  under 

19  the  amount  of  the  grant  that  would  be  available  to  the 

20  agency  under  this  subsection.”. 

21  (e)  Section  1516(c)(2)  is  amended  by  striking  out  “; 

22  except  that”  and  all  that  follows  in  that  section  and  inserting 

23  in  lieu  thereof  a period. 

24  Sec.  130.  Section  1516(b)  is  further  amended  by  adding 

25  at  the  end  the  following  new  paragraph: 
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1 “(4)  For  the  fiscal  year  ending  September  30,  1979,  if 

2 the  amount  of  the  grant  of  a health  systems  agency  is  deter- 

3 mined  under  paragraph  (b)(3)  of  this  section,  and  if  the  appli- 

4 cation  of  such  grant  contains  assurances  satisfactory  to  the 

5 Secretary  that  the  agency  will  expend  or  obligate  in  the 

6 period  in  which  such  grant  will  be  available  for  obligation 

7 non-Federal  funds  meeting  the  requirements  of  subparagraph 

8 (B)  for  the  purposes  for  which  such  grant  may  be  made  such 

9 grant  shall  be  increased  by  an  amount  equal  to  the  lesser  of 

10  (I)  the  amount  of  such  non-Federal  funds  with  respect  to 

11  which  the  assurances  were  made,  or  (II)  the  product  of  $0.25 

12  and  the  population  of  the  health  service  area  for  which  the 

13  agency  is  designated.”. 

14  Sec.  131.  (a)  Section  1521(b)(4)  is  amended  by  (1)  in- 

15  serting  “(A)”  after  “(4)”;  (2)  inserting  “upon  review  (as  pro- 

16  vided  in  section  1535)  of  the  State  Agency’s  operation  and 

17  performance  of  its  function.”  before  “he  determines”;  (3) 

18  adding  at  the  end  of  paragraph  (4)(A)  (as  so  redesignated)  the 

19  following:  “Before  renewing  an  agreement  under  this  para- 

20  graph  within  a State  Agency  for  a State,  the  Secretary  shall 

21  provide  each  health  systems  agency  designated  for  a health 

22  service  area  located  (in  whole  or  in  part)  in  such  State  and 

23  the  Statewide  Health  Coordinating  Council  an  opportunity  to 

24  comment  on  the  performance  of  the  State  Agency  and  to 

25  provide  a recommendation  on  whether  such  agreement 
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should  be  renewed.”;  and  (4)  adding  at  the  end  thereof  the 
following  new  paragraph:  “(B)  If  upon  review  (as  provided  in 
section  1535)  of  the  State  Agency’s  operation  and  perform- 
ance of  its  functions,  the  Secretary  determines  that  it  has  not 
fulfilled,  in  a satisfactory  manner,  the  responsibilities  of  a 
State  Agency  during  the  period  of  the  agreement  to  be  re- 
newed or  if  the  applicable  State  administrative  program  does 
not  continue  to  meet  the  requirements  of  section  1522,  he 
may  terminate  such  agreement  or  return  the  State  Agency  to 
a conditionally  designated  status  under  paragraph  (2)  of  sub- 
section (b)  for  a period  not  to  exceed  twelve  months.  At  the 
end  of  such  period,  the  Secretary  shall  either  terminate  its 
agreement  with  such  State  Agency  or  enter  into  an  agree- 
ment with  such  State  Agency  under  paragraph  (3)  of  subsec- 
tion “(b).”. 

(b)(1)  Paragraphs  (3)  and  (4)  of  section  1521(b)  are  each 
amended  by  striking  out  “twelve  months”  and  inserting  in 
lieu  thereof  “thirty-six  months”. 

(2)  Section  1521(b)(3)  is  amended — 

(A)  by  inserting  “(A)”  after  “(3)”, 

(B)  by  redesignating  subparagraphs  (A)  and  (B)  as 
clauses  (i)  and  (ii),  respectively, 

(C)  by  amending  clause  (ii)  (as  so  redesignated)  to 


read  as  follows: 
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“(ii)  by  the  Secretary  if  the  Secretary  deter- 
mines, in  accordance  with  subparagraph  (B),  that 
the  designated  State  Agency  is  not  complying 
with  the  provisions  of  such  agreement.”,  and 
(D)  by  adding  at  the  end  the  following: 

“(B)  Before  the  Secretary  may  terminate  an 
agreement  with  a designated  State  Agency  under  sub- 
paragraph  (A)(ii),  the  Secretary  shall — 

“(i)  consult  with  the  Statewide  Health  Co- 
ordinating Council  of  the  State  for  which  the 
State  Agency  is  designated  respecting  the  pro- 
posed termination, 

“(ii)  give  the  State  Agency  notice  of  the  in- 
tention to  terminate  the  agreement  and  in  the 
notice  specify  with  particularity  (I)  the  basis  for 
the  determination  of  the  Secretary  that  the  State 
Agency  is  not  in  compliance  with  the  agreement, 
and  (H)  the  actions  that  the  State  Agency  should 
take  to  come  into  compliance  with  the  agreement, 
and 

“(iii)  provide  the  State  Agency  with  a rea- 
sonable opportunity  for  a hearing,  before  an  offi- 
cer or  employee  of  the  Department  of  Health, 
Education,  and  Welfare  designated  for  such  pur- 
pose, on  the  matter  specified  in  the  notice.”. 
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1 (3)  The  amendments  made  by  paragraphs  (1)  and  (2) 

2 shall  apply  with  respect  to  designation  agreements  entered 

3 into  under  section  1521(b)(3)  of  the  Public  Health  Service 

4 Act  after  the  date  of  the  enactment  of  this  Act.”. 

5 Sec.  132.  Section  1521(d)  is  amended  to  read  as  fol- 

6 lows:  “If  an  agreement  under  this  section  for  the  designation 

7 of  a State  Agency  for  a State  is  not  in  effect  by  September 

8 30,  1980,  the  Secretary  shall  reduce  by  25  per  centum  the 

9 amount  of  any  allotment,  grant,  loan,  loan  guarantee  to  be 

10  made  and  the  amount,  if  any,  of  any  contract  to  be  entered 

11  into  under  this  Act,  the  Community  Mental  Health  Centers 

12  Act,  or  the  Comprehensive  Alcohol  Abuse  and  Alcoholism 

13  Prevention,  Treatment,  and  Rehabilitation  Act  of  1970  for 

14  the  development,  expansion,  or  support  of  health  resources  in 

15  such  State  until  such  time  as  such  an  agreement  is  in  effect. 

16  If  such  an  agreement  is  not  in  effect  by  September  30,  1981, 

17  the  Secretary  shall  reduce  such  amounts  by  50  per  centum 

18  until  such  time  as  such  an  agreement  is  in  effect.  If  such  an 

19  agreement  is  not  in  effect  by  September  30,  1982,  the  Secre- 

20  tary  shall  reduce  such  amounts  by  75  per  centum  until  such 

21  time  as  such  an  agreement  is  in  effect.  If  such  an  agreement 

22  is  not  in  effect  by  September  30,  1983,  the  Secretary  shall 

23  reduce  such  amounts  by  100  per  centum  until  such  time  as 

24  such  an  agreement  is  in  effect.”. 
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1 Sec.  133.  (a)  Section  1522(b)  is  amended  by  adding  at 

2 the  end  thereof  the  following  paragraph: 

3 “(14)  Provides  that  any  person  who  is  adversely 

4 affected  by  a final  decision  of  the  State  Agency  pursu- 

5 ant  to  paragraph  (4),  (5),  or  (6)  of  section  1523(a)  may, 

6 within  a reasonable  period  of  time  after  such  a decision 

7 is  made  and  any  review  is  made  pursuant  to  paragraph 

8 (13),  obtain  judicial  review  of  such  a decision  in  an  ap- 

9 propriate  State  court.  Upon  such  judicial  review,  the 

10  decision  of  the  State  Agency  shall  be  affirmed  unless  it 

11  is  arbitrary  or  capricious,  or  was  made  not  in  conform- 

12  ity  with  the  applicable  law.”. 

13  (b)  Section  1522(b)(13)(A)  is  amended  by  inserting  “in  a 

14  timely  manner”  after  “reviewed”. 

15  Sec.  134.  Section  1522(c)  is  amended  by  striking  “once 

16  each  year”  and  inserting  in  lieu  thereof  “once  every  three 

17  years”. 

18  Sec.  135.  (a)  Section  1523(a)  is  amended  by  adding  the 

19  following  new  paragraph  at  the  end  thereof: 

20  “(7)  Provide  technical  assistance  in  obtaining  and 

21  filling  out  the  necessary  forms  to  individuals  and  public 

22  and  private  entities  for  the  development  of  projects  and 

23  programs.”. 

24  (b)  Section  1523(a)(2)  is  amended  to  read  as  follows: 
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“(2)  Prepare  and  review  and  revise  as  necessary 
(but  at  least  annually)  a preliminary  State  health  plan 
which  shall  be  made  up  of  the  HSP’s  of  the  health  sys- 
tems agencies  within  the  State.  The  State  Agency 
shall  refer  the  alcohol  abuse,  drug  abuse,  and  mental 
health  components  of  such  HSP’s  to  the  State  alcohol- 
ism, drug  abuse,  and  mental  health  authorities,  respec- 
tively, designated  by  the  Governor,  to  review  their  re- 
spective components  and  to  prepare  the  alcohol  abuse, 
drug  abuse,  and  the  mental  health  components  of  the 
preliminary  State  health  plan.  The  alcohol  abuse,  drug 
abuse,  and  mental  health  components  of  such  prelimi- 
nary plan  may,  as  found  necessary  by  such  State  au- 
thorities, contain  such  revisions  of  the  alcohol  abuse, 
drug  abuse,  and  mental  health  components  of  such 
HSP’s  to  achieve  their  appropriate  coordination  or  to 
deal  more  effectively  with  statewide  alcohol  abuse, 
drug  abuse,  and  mental  health  needs.  The  remainder  of 
such  preliminary  plan  may,  as  found  necessary  by  the 
State  Agency,  contain  such  revisions  of  such  HSP’s  to 
achieve  their  appropriate  coordination  or  to  deal  more 
effectively  with  statewide  needs.  The  preliminary  State 
health  plan  shall  be  submitted  to  the  Statewide  Health 
Coordinating  Council  of  the  State  for  approval  or  dis- 
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1 approval  and  for  use  in  developing  the  State  health 

2 plan  referred  to  in  section  1524(c).” 

3 Sec.  136.  (a)  Section  1523(a)(4)  is  amended  by  (1)  strik- 

4 ing  “which  is  satisfactory  to  the  Secretary”  and  inserting  in 

5 lieu  thereof  “which  is  consistent  with  standards  established 

6 by  the  Secretary  by  regulation”;  (2)  striking  “services,  facili- 

7 ties,  and  organizations”  each  place  it  occurs  and  inserting  in 

8 lieu  thereof  “services  and  facilities”;  and  (3)  inserting  before 

9 the  last  sentence  thereof  the  following:  “In  addition,  such 

10  program  shall  provide  (i)  for  procedures  and  penalties  to  en- 

11  force  the  provisions  of  the  program  and  (ii)  that  after  a certifi- 

12  cate  of  need  is  issued  a periodic  review  (at  least  every 

13  twenty-four  months)  shall  be  conducted  of  the  progress  being 

14  made  in  making  the  service  or  facility  for  which  the  certifi- 

15  cate  was  issued  available  for  use,  and  if  it  is  determined,  after 

16  notice  and  an  opportunity  for  a hearing  on  the  record,  that 

17  substantial  progress  (absent  unforeseen  and  unavoidable  cir- 

18  cumstances)  is  not  being  made,  the  certificate  shall  be  with- 

19  drawn.  In  addition,  each  certificate  of  need  in  the  State  that 

20  is  issued  must  be  based  solely  on  the  record  established  in 

21  administrative  and  judicial  proceedings  (as  provided  for  in 

22  this  title)  held  with  respect  to  an  application  for  such  certifi- 

23  cate  in  order  for  such  certificate  of  need  program  to  be  in 

24  compliance  with  this  paragraph.  Notwithstanding  any  other 

25  section  of  this  title,  no  such  program  shall  have  provisions  for 
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1 the  review  and  determination  of  need  of  the  services,  facili- 

2 ties,  equipment,  and  organization  of  health  maintenance  or- 

3 ganizations  and  the  entities  through  which  their  services  are 

4 provided  except  for  new  institutional  health  services  of  hospi- 

5 tals  controlled  directly  or  indirectly  by  health  maintenance 

6 organizations  and  diagnostic  or  therapeutic  equipment  (as 

7 that  term  is  used  in  section  1531(5))  of  health  maintenance 

8 organizations.”. 

9 (b)  Section  1523  is  amended  by  adding  at  the  end  there- 

10  of  the  following  new  subsection: 

11  “(d)(1)  A State  certificate  of  need  program  shall  provide 

12  for  review  and  determination  of  need  prior  to  the  acquisition 

13  of  diagnostic  or  therapeutic  equipment  (as  that  term  is  used 

14  in  section  1531(5))  which  will  not  be  owned  by  or  located  in 

15  a health  care  facility  if — 

16  “(A)  the  notice  required  by  paragraph  (2)  is  not 

17  filed  in  accordance  with  that  paragraph  with  respect  to 

18  such  acquisition,  or 

19  “(B)  the  State  Agency  finds,  within  thirty  days 

20  after  the  date  it  receives  a notice  in  accordance  with 

21  paragraph  (2)  with  respect  to  such  acquisition,  that  the 

22  equipment  will  be  used  to  provide  services  on  a regular 

23  basis  for  inpatients  of  a hospital. 

24  “(2)  Before  any  person  enters  into  a contractual  ar- 

25  rangement  to  acquire  such  diagnostic  or  therapeutic  equip- 
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1 ment  which  will  not  be  owned  by  or  located  in  a health  care 

2 facility,  such  person  shall  notify  the  State  agency  of  the  State 

3 in  which  such  equipment  will  be  located  of  such  person’s 

4 intent  to  acquire  such  equipment.  Such  notice  shall  be  made 

5 in  writing  and  shall  be  made  at  least  thirty  days  before  con- 

6 tractual  arrangements  are  entered  into  to  acquire  the  equip- 

7 ment  with  respect  to  which  the  notice  is  given.”. 

8 Sec.  137.  Section  1523(a)(5)  is  amended  by  inserting 

9 “except  that  this  function  shall  not  be  performed  if  the  State 

10  has  in  effect  a certificate  of  need  program  as  required  by 

11  paragraph  (4)”  after  “such  services”. 

12  Sec.  138.  (a)  Section  1524(c)(1)  is  amended  by  striking 

13  “Review  annually”  and  inserting  in  lieu  thereof  “Establish 

14  (in  consultation  with  the  health  systems  agencies  within  the 

15  State  and  the  State  agency)  a uniform  format  for  HSP’s  and 

16  AIP’s  and  review  annually”. 

17  (b)  The  first  sentence  of  section  1513(b)(2)  is  amended 

18  by  inserting  “(in  accordance  with  the  format  prescribed  pur- 

19  suant  to  section  1524(c)(1))”  after  “established”. 

20  (c)  Section  1524(b)(1)  is  amended  by  (1)  striking  “con- 

21  sumers  of  health  care”  each  place  it  occurs  and  inserting  in 

22  lieu  thereof  “consumers  of  health  care  or  mental  health 

23  care”;  (2)  striking  “providers  of  health  care”  each  place  it 

24  occurs  and  inserting  in  lieu  thereof  “providers  of  health  or 
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1 mental  health  care”;  and  striking  “two”  in  paragraph  (D) 

2 and  inserting  in  lieu  thereof  “one”. 

3 (d)  Section  1524(c)(6)  is  amended  by  inserting  after 

4 “Community  Mental  Health  Centers  Act,”  the  following: 

5 “Sections  409  and  410  of  the  Drug  Abuse  Office  and  Treat- 

6 ment  Act,”. 

7 (e)  Section  1524(b)(1)  is  amended  by  adding  at  the  end 

8 thereof  the  following  paragraph: 

9 “(E)  Members  of  the  SHCC  who  are  consumers 

10  of  health  or  mental  health  care  and  who  are  not  pro- 

11  viders  of  health  or  mental  health  care  must  include  in- 

12  dividuals  who  are  members  of  rural  and  urban  medical 

13  underserved  populations,  if  such  populations  exist  in 

14  the  State.”. 

15  Sec.  139.  Section  1525(c)  is  amended  by  (1)  striking 

16  “and”  after  “1976”  and  (2)  inserting  “,  $40,000,000  for  the 

17  fiscal  year  ending  September  30,  1980,  $45,000,000  for  the 

18  fiscal  year  ending  September  30,  1981,  and  $50,000,000  for 

19  the  fiscal  year  ending  September  30,  1982”  before  the 

20  period. 

21  Sec.  140.  Section  1526(e)  is  amended  by  (1)  striking 

22  “and”  after  “1976,”  and  (2)  inserting  “,  $6,000,000  for  the 

23  fiscal  year  ending  September  30,  1980,  $7,000,000  for  the 

24  fiscal  year  ending  September  30,  1981,  and  $7,000,000  for 
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1 the  fiscal  year  ending  September  30,  1982”  before  the 

2 period. 

3 Sec.  141.  (a)  Section  1531(3)(A)  is  amended  by  (1) 

4 striking  “substance”  and  inserting  in  lieu  thereof  “alcohol 

5 and  drug”  and  (2)  inserting  “rehabilitation  facilities,”  after 

6 “outpatient  facilities”. 

7 (b)  Section  1531(3)(B)(i)  is  amended  by  inserting 

8 “except  that  an  individual  shall  not  be  considered  an  indirect 

9 provider  of  health  care  solely  because  he  is  a member  of  a 

10  governing  board  of  an  entity  described  in  subclause  (II)  or 

11  (TV)  of  clause  (ii)”  after  “clause  (ii)”. 

12  Sec.  142.  Section  1531(5)  is  amended  to  read  as  fol- 

13  lows: 

14  “(5)(A)  The  term  ‘institutional  health  services’  means  (i) 

15  the  health  services  provided  through  health  care  facilities  as 

16  defined  in  regulations  of  the  Secretary  including,  but  not  lim- 

17  ited  to,  private  and  public  hospitals,  rehabilitation  facilities, 

18  and  nursing  homes  if  such  services  entail  annual  operating 

19  costs  of  $50,000  or  more;  and  (ii)  diagnostic  or  therapeutic 

20  equipment,  acquired  through  purchase,  rental,  lease,  or  gift, 

21  valued  at  the  time  of  acquisition  in  excess  of  $150,000  used 

22  in  the  delivery  of  health  care  services  by  a health  care 

23  facility. 

24  “(B)  In  determining  whether  diagnostic  or  therapeutic 

25  equipment  has  a value  in  excess  of  $150,000  for  purposes  of 
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1 subparagraph  (A),  the  value  of  studies,  surveys,  designs, 

2 plans,  working  drawings,  specifications,  and  other  activities 

3 essential  to  the  acquisition  of  such  equipment  shall  be  includ- 

4 ed.”. 

5 Sec.  143.  Section  1532(a)  is  amended  by  (1)  striking 

6 “(e),  (f),  and  (g)”  and  inserting  in  lieu  thereof  “(e),  (f),  (g),  and 

7 (h)”  and  (2)  by  adding  at  the  end  thereof  the  following:  “Pro- 

8 cedures  and  criteria  for  reviews  by  health  systems  agencies 

9 pursuant  to  section  1513(f)  and  reviews  by  State  Agencies 

10  pursuant  to  paragraphs  (4)  and  (5)  of  section  1523(a)  must 

11  provide  that  applications  be  submitted  in  accordance  with 

12  timetables  established  by  such  agencies  and  Agencies;  that 

13  such  reviews  be  undertaken  in  a timely  fashion;  and  that 

14  completed  applications  pertaining  to  similar  types  of  services 

15  or  facilities  affecting  the  same  service  area  are  considered  in 

16  relation  to  each  other  at  appropriate  times  (but  no  less  often 

17  than  twice  a year).  Procedures  and  criteria  for  reviews  by 

18  health  systems  agencies  pursuant  to  section  1513(g)  and  by 

19  State  Agencies  pursuant  to  section  1523(a)(6)  must  provide 

20  that  reviews  of  similar  types  of  institutional  health  services 

21  affecting  the  same  service  area  be  considered  in  relation  to 

22  each  other.  Health  systems  agencies  and  State  Agencies 

23  within  a State  shall  cooperate  in  the  development  of  proce- 

24  dures  and  criteria  under  this  subsection  to  the  extent  appro- 
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1 priate  to  the  achievement  of  efficiency  in  their  reviews  and 

2 consistency  in  criteria  for  such  reviews.”. 

3 Sec.  144.  (a)  Section  1532(b)(2)  is  amended  by  adding 

4 at  the  end  the  following  new  sentence:  “Failure  of  a health 

5 systems  agency  or  State  Agency  to  complete  a review  within 

6 the  period  prescribed  for  the  review  may  not  be  deemed  by 

7 such  an  entity  to  constitute  a negative  finding,  recommenda- 

8 tion,  or  decision  with  respect  to  the  subject  of  such  review.”. 

9 (b)  Section  1524(c)  is  amended  by  adding  at  the  end 

10  thereof  the  following  new  paragraph: 

11  “(7)  Failure  of  a SHCC  to  complete  a review  within  the 

12  period  prescibed  for  the  review  may  not  be  deemed  by  such 

13  an  entity  to  constitute  a negative  finding,  recommendation, 

14  or  decision  with  respect  to  the  subject  of  such  review.”. 

15  (c)  Section  1532(b)  is  amended  by  adding  the  following 

16  paragraph  at  the  end  thereof: 

17  “(13)  In  the  case  of  reviews  pursuant  to  subsections  (f) 

18  and  (g)  of  section  1513  and  subsections  (4),  (5),  and  (6)  of 

19  section  1523,  and  where  appropriate  for  other  reviews — 

20  “(A)  opportunity  for  each  participant  to  present 

21  evidence  and  arguments  orally  and/or  by  written  sub- 

22  mission, 

23  “(B)  opportunity  for  each  participant  to  cross  ex- 

24  amine  any  other  participant  who  makes  a factual  alle- 

25  gation  relevant  to  such  a review, 
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1 “(C)  maintenance  of  a record  of  the  hearing, 

2 “(D)  provision  that  the  decision  of  the  agency  and 

3 Agency  be  based  solely  on  the  record  of  the  hearing, 

4 and 

5 “(E)  prohibition  on  ex  parte  contacts  with  individ- 

6 uals  voting  on  the  review  process.”. 

7 Sec.  145.  Section  1532(b)(1)  is  amended  by  (1)  striking 

8 “Written”  and  inserting  in  lieu  thereof  “Timely  written”  and 

9 (2)  inserting  “and  to  all  other  persons  who  have  asked  to 

10  have  their  names  placed  on  a mailing  list  maintained  by  the 

11  agency  and  Agency”  after  “affected  persons”. 

12  Sec.  146.  Section  1532(b)(7)  is  amended  by  striking 

13  “Notification”  and  inserting  in  lieu  thereof  “Timely  notifica- 

14  tion”. 

15  Sec.  147.  Section  1532(b)(8)  is  amended  by  inserting 

16  “prior  to  any  decision”  after  “State  Agency  review”. 

17  Sec.  148.  (a)  Section  1532(c)(9)(B)  is  amended  by  in- 

18  serting  “and  on  the  costs  and  charges  to  the  public  of  provid- 

19  ing  health  services  by  other  persons”  after  “construction 

20  project”. 

21  (b)  Section  1532(c)  is  amended  by  adding  after  para- 

22  graph  (9)  the  following  new  paragraphs: 

23  “(10)  In  the  case  of  existing  services  or  facilities,  the 

24  quality  of  care  provided  by  such  services  or  facilities  in  the 

25  past. 
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1 “(11)  The  extent  to  which  such  proposed  services  will 

2 be  accessible  to  all  the  residents  of  the  area  to  be  served  by 

3 such  services.”. 

4 (c)  Section  1532  is  amended  by  adding  at  the  end  there- 

5 of  the  following  new  subsection: 

6 “(d)  Notwithstanding  subsection  (c),  an  application  by  a 

7 health  maintenance  organization  (as  defined  in  section 

8 1531(6)(B))  or  by  a hospital  controlled  directly  or  indirectly 

9 by  such  a health  maintenance  organization  for  a certificate  of 

10  need  for  new  institutional  health  services  shall  be  approved 

11  by  the  State  agency  if  the  State  agency  finds  (in  accordance 

12  with  criteria  prescribed  by  the  Secretary)  that — 

13  “(1)  approval  of  such  application  is  required  to 

14  meet  the  needs  of  the  members  of  the  health  mainte- 

15  nance  organization  and  of  the  new  members  which 

16  such  organization  can  reasonably  be  expected  to  enroll, 

17  and 

18  “(2)  the  health  maintenance  organization  is  unable 

19  to  provide,  through  services  or  facilities  which  can  rea- 

20  sonably  be  expected  to  be  available  to  the  organization, 

21  its  institutional  health  services  in  a reasonable  and 

22  cost-effective  manner  which  is  consistent  with  the  basic 

23  method  of  operation  of  the  organization  and  which 

24  makes  such  services  available  on  a long-term  basis 
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through  physicians  and  other  health  professionals  asso- 
ciated with  it.”. 

Sec.  149.  (a)  Section  1534(a)  is  amended  by  striking 
“or  contracts,  or  both.”. 

(b)  Section  1534(b)(1)  is  amended  by  (1)  striking  “or 
contract”  each  place  it  occurs;  (2)  inserting  “and  be  able  to 
provide  assistance  and  dissemination  of  information  to  health 
systems  agencies  and  State  Agencies  as  provided  in  subsec- 
tions (a)  and  (c)”  after  “paragraph  (2)”  and  (3)  inserting  “and 
is  able  to  provide  such  assistance  and  dissemination  of  infor- 
mation” after  “such  requirements”. 

(c)  Section  1534(c)(2)  is  amended  to  read  as  follows: 

“(2)  shall  develop  and  use  methods  (satisfactory  to 
the  Secretary)  to  disseminate  to  such  agencies  and 
State  Agencies  planning  approaches,  methodologies  (in- 
cluding methodologies  to  provide  for  education  of  new 
board  members  and  new  staff  and  continuing  education 
of  board  members  and  staff  of  such  agencies  and  State 
Agencies),  policies,  and  standards.”. 

(d)  Section  1534(d)  is  amended  by  (1)  striking  “and  con- 
tracts”, (2)  striking  “and”  after  “1976,”,  and  (3)  inserting  “, 
$12,000,000  for  the  fiscal  year  ending  September  30,  1980, 
$15,000,000  for  the  fiscal  year  ending  September  30,  1981, 
and  $18,000,000  for  the  fiscal  year  ending  September  30, 
1982,”  before  the  period. 
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1 Sec.  150.  Section  1535  is  amended  by  adding  the  fol- 

2 lowing  new  subsection  at  the  end  thereof: 

3 “(c)  In  making  the  reviews  required  by  subsections  (c) 

4 and  (d),  the  secretary  shall  consider  the  comments  submitted 

5 by  any  interested  person.”. 

6 Sec.  151.  (a)  Section  2(a)(3)(B)  of  Public  Law  93-641 

7 is  amended  by  deleting  “and”  and  inserting  after  section 

8 2(a)(3)(C)  the  following: 

9 “(D)  Lack  of  effective  coordination  between  the 

10  mental  health  care  system  and  physical  health  care 

11  system,  both  by  providers  and  planners,  have  promoted 

12  fragmentation,  lack  of  continuity,  and  inappropriate  uti- 

13  lization  of  the  Nation’s  health  care  resources:  and 

14  “(E)  lack  of  attention  to  and  emphasis  on  the  be- 

15  havorial  aspects  of  physical  health  care  and  status.”. 

16  (b)  Section  1502  is  amended  by  adding  the  following 

17  new  subsections  at  the  end  thereof: 

18  “(11)  The  promotion  of  those  health  services 

19  which  are  provided  in  a manner  cognizant  of  the  emo- 

20  tional  and  psychological  components  of  the  prevention 

21  and  treatment  of  illness  and  the  maintenance  of  health. 

22  “(12)  The  elimination  of  inappropriate  placement 

23  in  institutions  of  persons  with  mental  health  problems 

24  and  improvements  in  the  quality  of  care  provided  to 
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1 persons  with  mental  health  problems  for  whom  institu- 

2 tional  care  is  appropriate. 

3 “(13)  The  assurance  of  access  to  community 

4 mental  health  centers  and  other  mental  health  care 

5 providers  for  needed  mental  health  services  and  the 

6 emphasis  on  outpatient  care  as  a less  restrictive  alter- 

7 native  to  inpatient  mental  health  services.”. 

8 Sec.  152.  Section  1513(e)  is  amended  by — 

9 (a)  inserting  “(as  defined  in  section  4(b)  of  the 

10  Indian  Self-Determination  and  Education  Assistance 

11  Act)”  after  “Indian  tribe”  in  paragraph  (1)(B). 

12  (b)  redesignating  paragraphs  (2)  and  (3)  as  para- 

13  graphs  (3)  and  (4)  respectively  and  adding  after  para- 

14  graph  (1)  the  following  new  paragraph: 

15  “(2)  When  a health  systems  agency  is  requested  by  or 

16  on  behalf  of  a Federal  department  or  agency  to  review  a 

17  proposed  use  of  Federal  funds,  other  than  those  specified  in 

18  subparagraph  (A),  to  support  the  development  of  institutional 

19  health  services  intended  for  use  in  the  health  service  area, 

20  the  health  systems  agency  shall,  within  sixty  days  of  receiv- 

21  mg  such  a request,  submit  its  views  on  such  proposed  use  to 

22  the  Federal  department  or  agency  involved  and  to  the  appro- 

23  priate  Committees  of  the  Congress.”,  and 

24  (c)  adding  after  paragraph  (4)  as  so  redesignated 

25  by  subsection  (b)  the  following  new  paragraph: 
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“(5)  Health  systems  agencies  that  have  an  Indian  tribe 
or  intertribal  Indian  organization  (referred  to  in  paragraph 
(1)(B))  located  within  such  agencies’  health  service  areas 
shall  carry  out  their  functions  under  this  section  in  a maimer 
that  recognizes  tribal  self-determination.  Such  agencies  shall 
seeks  to  enter  into  agreements  with  the  Indian  tribes  and/ or 
intertribal  organizations  located  within  their  health  service 
areas  on  matters  of  mutual  concern  as  defined  in  regulations 
of  the  Secretary.”. 

Sec.  153.  Section  1531  is  amended  by  adding  at  the 
end  thereof  the  following  new  paragraphs: 

“(6)(A)  Except  as  provided  in  paragraph  (B),  the  term 
‘health  maintenance  organization’  means  a public  or  private 
organization,  organized  under  the  laws  of  any  State,  which 
has  had  approved  an  application  for  assistance  under  section 
1304  or  which  (1)  provides  or  otherwise  makes  available  to 
enrolled  participants  health  care  services,  including  at  least 
the  following  basic  health  care  services;  usual  physician  serv- 
ices, hospitalization,  laboratory,  X-ray,  emergency  and  pre- 
ventive services,  and  out  of  area  coverage;  (2)  is  compensat- 
ed (except  for  copayments)  for  the  provision  of  the  basic 
health  care  services  listed  in  paragraph  (1)  to  enrolled  partici- 
pants on  a predetermined  periodic  rate  basis;  and  (3)  provides 
physicians’  services  primarily  (i)  directly  through  physicians 
who  are  either  employees  or  partners  of  such  organization,  or 
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1 (ii)  through  arrangements  with  individual  physicians  or  one  or 

2 more  groups  of  physicians  (organized  on  a group  practice  or 

3 individual  practice  basis). 

4 “(B)  For  the  purposes  of  section  1532(d),  the  term 

5 ‘health  maintenance  organization’  means  an  entity  which  has 

6 been  determined  by  the  Secretary  to  be  a qualified  health 

7 maintenance  organization  pursuant  to  section  1310(d). 

8 “(7)  The  term  ‘medical  underserved  population’  has  the 

9 same  meaning  as  such  term  has  under  section  330(b)(3). 

10  “(8)  The  term  ‘rehabilitation  facility’  means  a facility 

11  which  is  operated  for  the  primary  purpose  of  providing  reha- 

12  bilitation  services  to  handicapped  individuals,  and  which  pro- 

13  vides  singly  or  in  combination  one  or  more  of  the  following 

14  services  for  handicapped  individuals:  (A)  rehabilitation  serv- 

15  ices  which  shall  include,  under  one  management,  medical, 

16  psychological,  social  and  vocational  services,  (B)  testing,  fit- 

17  ting,  or  training  in  the  use  of  prosthetic  and  orthotic  devices, 

18  (C)  prevocational  conditioning  or  recreational  therapy,  (D) 

19  physical  and  occupational  therapy,  (E)  speech  and  hearing 

20  therapy,  (F)  psychological  and  social  services,  (G)  evaluation 

21  of  rehabilitation  potential,  (H)  personal  and  work  adjustment, 

22  (I)  vocational  training  with  a view  toward  career  advance- 

23  ment  (in  combination  with  other  rehabilitation  services),  (J) 

24  evaluation  or  control  of  specific  disabilities,  (K)  orientation 

25  and  mobility  services  to  the  blind,  and  (L)  extended  employ- 
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1 ment  for  those  handicapped  individuals  who  cannot  be  readily 

2 absorbed  in  the  competitive  labor  market,  except  that  all 

3 medical  and  related  health  services  must  be  described  by,  or 

4 under  the  formal  supervision  of,  persons  licensed  to  prescribe 

5 or  supervise  the  provision  of  such  services  in  the  State.”. 

6 Sec.  154.  Section  1513(b)(2)(A)  is  amended  by  inserting 

7 “(primarily  with  regard  to  health  care  equipment,  and  health 

8 services  provided  by  health  care  institutions,  health  care 

9 facilities,  and  other  providers  of  health  care  and  other  health 

10  resources)”  after  “healthful  environment”. 

11  Sec.  155.  (a)  Except  as  provided  in  subsection  (b),  the 

12  amendments  made  by  this  title  shall  take  effect  on  the  date  of 

13  the  enactment  of  this  Act. 

14  (b)  The  amendments  made  by  sections  104,  105(a), 

15  105(b),  106,  107,  113,  114(a),  118,  119(c),  134(b),  135, 

16  137(a),  137(b),  137(e),  and  148(a)  shall  take  effect  one  year 

17  after  the  date  of  enactment  of  this  Act  and  the  amendments 

18  made  by  sections  143  and  148  shall  take  effect  six  months 

19  after  the  date  of  enactment  of  this  Act,  except  that  on  or 

20  after  the  date  of  the  enactment  of  this  Act  health  systems 

21  agencies,  State  health  planning  and  development  agencies, 

22  and  Statewide  Health  Coordinating  Councils  may  make  the 

23  organizational  and  related  changes  required  and  may  act  in 

24  accordance  with  the  changes  in  their  functions  made  by  such 

25  amendments. 
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1 TITLE  H— REVISION  AND  EXTENSION  OF 

2 HEALTH  RESOURCES  DEVELOPMENT  AU- 

3 THORITY 

4 Sec.  201.  Section  1603(a)(3)  is  amended  by  inserting 

5 “and  the  Governor  of  the  State”  after  “Council”. 

6 Sec.  202.  Section  1613  is  amended  by  adding  at  the 

7 end  thereof  the  following  new  sentence:  “The  Secretary  may 

8 make  funds  appropriated  for  use  in  fiscal  year  1976  under 

9 this  section  but  not  expended  available  to  carry  out  the  pur- 

10  poses  of  section  1625(d)  through  September  30,  1980.”. 

11  Sec.  203.  Section  1622(e)(2)  is  amended  by  (1)  striking 

12  “and”  after  “1976,”  and  (2)  inserting  “,  September  30, 

13  1980,  September  30,  1981,  and  September  30,  1982”  before 

14  the  period. 

15  Sec.  204.  Section  1625(d)  is  amended  by  (1)  striking 

16  “the  fiscal  year  ending  September  30,  1978”  and  inserting  in 

17  lieu  thereof  “the  fiscal  years  ending  September  30,  1978, 

18  September  30,  1979,  September  30,  1980,  September  30, 

19  1981,  and  September  30,  1982”  and  (2)  striking  “for  such 

20  fiscal  year”  and  inserting  in  lieu  thereof  “,  $75,000,000, 

21  $100,000,000,  $125,000,000,  and  $125,000,000  for  such 

22  fiscal  years  respectively”. 

23  Sec.  205.  Section  1640(d)  is  amended  by  (1)  striking 

24  “and”  after  “1976,”  and  (2)  inserting  “$40,000,000  for  the 

25  fiscal  year  ending  September  30,  1980,  $70,000,000  for  the 
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fiscal  year  ending  September  30,  1981,  and  $130,000,000 
for  the  fiscal  year  ending  September  30,  1982”  before  the 
period. 

Sec.  206.  Title  XVI  is  amended  by  adding  at  the  end 
thereof  the  following  new  part: 

“Part  G — Program  To  Assist  and  Encourage  the 
Voluntary  Discontinuance  of  Unneeded  Hos- 
pital Services 

“establishment  of  program 
“Sec.  1641.  The  Secretary  shall,  by  April  1,  1980,  es- 
tablish a program  under  which  financial  assistance  and  en- 
couragement shall  be  provided,  in  accordance  with  this  part, 
for  the  consolidation  of  duplicative  hospital  services  and  the 
discontinuance  of  unneeded  hospital  services. 

“assistance  under  the  program 
“Sec.  1642.  (a)(1)  Under  the  program  established  under 
section  1641,  any  hospital  which  was  in  operation  on  the 
date  of  enactment  of  this  part  and — 

“(A)  which  intends  to  discontinue  providing  inpa- 
tient health  services  may  apply  for  a debt  payment  and 
an  incentive  payment  under  section  1643  for  such  dis- 
continuance, 

“(B)  which  intends  to  discontinue  an  identifiable 
unit  of  the  hospital  which  provides  inpatient  health 
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services  may  apply  for  an  incentive  payment  under 
section  1643  for  such  discontinuance,  or 

“(C)  which  intends  to  convert  an  identifiable  part 
of  the  hospital  into  providing  ambulatory  care  services, 
long  term  care  services,  or  any  other  service  designat- 
ed by  the  Secretary  may  apply  for  a conversion  pay- 
ment under  section  1643  if  the  State  health  planning 
and  development  agency  which  would  have  jurisdiction 
over  such  service  has  determined,  after  taking  into 
consideration  the  recommendations  of  the  health  sys- 
tems agency  which  would  have  jurisdiction  over  such 
service,  that  such  service  is  needed. 

“(2)  The  incentive  payment  authorized  by  paragraph 
(a)(1)  may  be  used  for — 

“(A)  the  planning,  development  (including  the  cost 
of  construction  and  the  acquisition  of  equipment),  and 
delivery  of  ambulatory  care  services,  home  health  care 
services,  long  term  care  services,  or  other  services 
(designated  by  the  Secretary)  for  the  community  served 
by  the  applicant  for  such  payment,  which  services  the 
State  health  planning  and  development  agency,  after 
consideration  of  the  recommendations  of  the  health  sys- 
tems agency  with  jurisdiction  over  such  community, 
has  determined  are  needed; 
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“(B)  if  the  applicant  has  merged  with  another 
hospital,  preparation  of  that  hospital  to  serve  patients 
of  the  closed  hospital; 

“(C)  reasonable  (as  determined  under  guidelines 
prescribed  by  the  Secretary)  termination  pay  for  per- 
sonnel of  the  applicant  who  will  lose  employment  be- 
cause of  the  discontinuance  of  inpatient  services  to  be 
made  by  the  applicant,  retraining  of  such  personnel, 
and  assisting  such  personnel  in  seeming  employment; 
or 

“(D)  any  combination  of  the  activities  described  in 
subparagraphs  (A),  (B),  and  (C). 

“(b)  An  application  of  a hospital  for  a payment  under 
section  1643  shall  include — 

“(1)  a description  of  the  service  (or  services)  to  be 
discontinued  or  the  part  of  the  hospital  to  be  convert- 
ed; 

“(2)  an  evaluation  of  the  impact  of  such  discon- 
tinuance or  conversion  on  the  provision  of  health  care 
in  the  health  service  area  in  which  such  hospital  is  lo- 
cated; 

“(3)  if  the  services  of  a unit  of  a hospital  or  of  all 
services  of  a hospital  are  to  be  discontinued  or  convert- 
ed, an  estimate  of  the  change  in  the  applicant’s  rev- 


1 

2 

3 

4 

5 

6 

7 

8 

9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

23 

24 


54 


51 

enues  which  will  result  from  such  discontinuance  or 
conversion; 

“(4)  with  respect  to  the  incentive  payment  for  the 
discontinuance  of  all  the  services  of  hospital — 

“(A)  a description  of  the  activities  for  which 
the  applicant  intends  to  expend  such  payment, 

“(B)  a description  of  the  means  with  which 
(including  a description  of  any  Federal  financial 
assistance  the  applicant  intends  to  apply  for),  and 
the  manner  in  which,  the  applicant  will  carry  out 
such  activities, 

“(C)  the  amount  the  applicant  intends  to 
expend  for  such  activities,  and 

“(D)  if  the  applicant  will  not  be  responsible 
for  making  expenditures  for  such  activities,  identi- 
fication of  the  person  (or  persons)  who  will  be  re- 
sponsible for  making  such  expenditures; 

“(5)  with  respect  to  the  incentive  payment  for  the 
discontinuance  of  an  identifiable  unit  of  a hospital,  a 
description  of  the  use  the  applicant  will  make  of  such 
payment; 

“(6)  an  evaluation  of  the  impact  of  such  discon- 
tinuance or  conversion  on  the  employees  of  such  hospi- 
tal; and 
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1 “(7)  such  other  information  as  the  Secretary  may 

2 by  regulation  require. 

3 A hospital  which  has  an  application  under  this  subsection 

4 approved  by  the  Secretary  is  entitled  to  receive  the  payments 

5 applied  for. 

6 “(c)  The  health  systems  agency  for  the  health  service 

7 area  in  which  an  applicant  under  this  section  is  located  shall 

8 determine  the  need  for  the  service  (or  services)  proposed  to 

9 be  discontinued  by  such  applicant  or  for  the  part  of  the  hospi- 

10  tal  to  be  converted,  as  the  case  may  be,  and  shall  make  a 

11  recommendation  to  the  State  health  planning  and  develop- 

12  ment  agency  for  the  State  in  which  the  applicant  is  located 

13  respecting  approval  by  the  Secretary  of  such  applicant’s  ap- 

14  plication.  A determination  of  a health  systems  agency  under 

15  this  subsection  shall  be  based  upon  criteria  developed  pursu- 

16  ant  to  section  1532(c). 

17  “(d)  A State  health  planning  and  development  agency 

18  which  has  received  a recommendation  from  a health  systems 

19  agency  under  subsection  (c)  shall,  after  consideration  of  such 

20  recommendation,  make  a recommendation  to  the  Secretary 

21  respecting  the  approval  by  the  Secretary  of  the  application 

22  with  respect  to  which  the  health  systems  agency’s  recom- 

23  mendation  was  made.  A State  health  planning  and  develop- 

24  ment  agency’s  recommendation  under  this  subsection  with 

25  respect  to  the  approval  of  an  application  (1)  shall  be  based 
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1 upon  (A)  the  need  for  the  service  (or  services)  proposed  to  be 

2 discontinued  by  the  applicant  or  for  the  part  of  the  hospital  to 

3 be  converted,  as  the  case  may  be,  and  (B)  such  other  criteria 

4 as  the  Secretary  may  by  regulation  prescribe,  and  (2)  shall  be 

5 accompanied  by  the  health  systems  agency’s  recommendation 

6 made  with  respect  to  the  approval  of  such  application. 

7 “(e)  In  considering  applications  submitted  under  this 

8 section,  the  Secretary  shall  consider  the  recommendations  of 

9 the  State  health  planning  and  development  agency  and  the 

10  health  systems  agency.  The  Secretary  may  not  approve  an 

11  application  which  a State  agency  recommends  not  be  ap- 

12  proved. 

13  “(f)  In  determining  the  need  for  the  service  (or  services) 

14  proposed  to  be  discontinued  by  an  applicant  for  payment 

15  under  section  1643,  a health  systems  agency  and  a State 

16  agency  shall  give  special  consideration  to  the  unmet  needs 

17  and  existing  access  patterns  of  urban  or  rural  poverty  popula- 

18  tions. 

19  “(g)  For  purposes  of  this  title,  the  term  “hospital” 

20  means  with  respect  to  any  fiscal  year,  an  institution  (includ- 

21  ing  a distinct  part  of  an  institution  participating  in  the  pro- 

22  gram  established  under  title  XV 111  of  the  Social  Security 

23  Act)  which  satisfies  paragraphs  (1)  and  (7)  of  section  1861(e) 

24  of  such  Act,  but  such  term  does  not  include  a Federal  hospi- 

25  tal. 
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1 “amount  of  payments 

2 “Sec.  1643.  (a)  The  amount  of  a debt  payment  which 

3 shall  be  made  to  a hospital,  with  an  approved  application 

4 under  section  1642  for  the  discontinuance  of  all  of  its  inpa- 

5 tient  services  is  the  sum  of — 

6 “(1)(A)  the  lesser  of — 

7 “(i)  the  total  outstanding  financial  obligation 

8 of  the  applicant  attributable  (as  determined  under 

9 regulations  promulgated  by  the  Secretary)  to  the 

10  acquisition  of  equipment  and  facilities  of  the  hos- 

1 1 pital,  or 

12  “(ii)  the  amount  of  unexpensed  depreciation 

13  attributable  (as  determined  under  regulations  pro- 

14  mulgated  by  the  Secretary)  to  the  equipment  and 

15  facilities  of  the  hospital,  less — 

16  “(B)  the  fair  market  value  (as  defined  by  the  Sec- 

17  retary)  of  the  equipment  and  facilities  of  the  hospital; 

18  and 

19  “(2)  any  other  expenses  (as  defined  by  regulation 

20  by  the  Secretary)  which  result  from  the  financial  obli- 

21  gation  of  the  applicant  being  satisfied  before  due. 

22  “(b)  The  amount  of  an  incentive  payment  which  shall  be 

23  made  to  a hospital,  with  an  approved  application  under  sec- 

24  tion  1642  for  the  discontinuance  of  all  of  its  services  or  the 

25  services  of  an  identifiable  unit  of  the  hospital  is — 
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“(1)  in  the  case  of  the  discontinuance  of  all  of  the 
inpatient  services  of  a hospital,  an  amount  not  to 
exceed  the  amount  reported  by  the  hospital  under  sec- 
tion 1642,  and 

“(2)  in  the  case  of  the  discontinuance  of  the  serv- 
ices of  an  identifiable  unit  of  the  hospital,  an  amount 
not  to  exceed  30  per  centum  of  the  charges  reported 
by  the  hospital  for  such  unit  in  the  previous  hospital 
accounting  fiscal  year  pursuant  to  generally  acceptable 
accounting  principles  prescribed  by  regulations  of  the 
Secretary. 

“(c)  The  amount  of  a conversion  payment  which  shall  be 
made  to  a hospital,  with  an  approved  application  under  sec- 
tion 1642  is  50  per  centum  of  the  reasonable  (as  determined 
by  criteria  established  in  regulations  of  the  Secretary)  cost  of 
the  conversion  approved  in  such  application. 

“(d)  The  debt  payment,  incentive  payment,  and  conver- 
sion payment  to  which  a hospital  is  entitled  shall  be  paid  in  a 
single  payment. 

“(e)  The  Secretary  shall  not  make  a payment  pursuant 
to  this  section  until  the  Secretary  of  Labor  has  certified  that 
fair  and  equitable  arrangements  have  been  made  to  protect 
the  interests  of  employees  affected  by  the  discontinuance  of 
services  against  a worsening  of  their  positions  with  respect  to 
their  employment  including,  but  not  limited  to,  arrangements 
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1 to  preserve  the  rights  of  employees  under  collective-bargain- 

2 ing  agreements;  continuation  of  collective-bargaining  rights 

3 consistent  with  the  provisions  of  the  National  Labor  Rela- 

4 tions  Act;  reassignment  of  affected  employees  to  other  jobs; 

5 retraining  programs;  protecting  pension,  health  benefits,  and 

6 other  fringe  benefits  of  affected  employees;  and  arranging 

7 adequate  severance  pay,  if  necessary.  Procedures  for  certifi- 

8 cation  by  the  Secretary  of  Labor  shall  conform  to  standards 

9 established  by  the  Secretary  of  Labor  by  regulations. 

10  “(f)  To  make  the  payments  required  by  this  part,  there 

11  are  authorized  to  be  appropriated  $50,000,000  for  the  fiscal 

12  year  ending  September  30,  1980,  $100,000,000  for  the  fiscal 

13  year  ending  September  30,  1981,  and  $150,000,000  for  the 

14  fiscal  year  ending  September  30,  1982. 

15  “study 

16  “Sec.  1644.  The  Secretary  shall  make  a study  of  the 

17  first  twenty-five  applications  approved  under  section  1642  to 

18  determine  their  effect  on  the  elimination  of  unneeded  hospital 

19  services.  The  Secretary  shall  report  the  results  of  such  study 

20  to  Congress  together  with  his  recommendations  for  any  revi- 

21  sion  in  the  program  which  he  determines  to  be  appropriate, 

22  including  any  revision  in  the  authorization  of  appropriations 

23  for  such  program.”. 
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1 Sec.  207.  Except  as  provided  in  section  206,  the 

2 amendments  made  by  this  title  shall  take  effect  on  the  date  of 

3 the  enactment  of  this  Act. 

4 TITLE  in— MISCELLANEOUS  AMENDMENTS 

5 Sec.  301.  Section  314  is  amended  by  repealing  subsec- 

6 tions  (a),  (b),  and  (c). 

7 Sec.  302.  Title  IX  is  repealed  in  its  entirety. 

8 Sec.  303.  The  amendments  made  by  this  title  shall  take 

9 effect  on  the  date  of  the  enactment  of  this  Act. 
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96th  CONGRESS  Q OOA 
1st  Session 

To  amend  title  VIII  of  the  Public  Health  Service  Act  to  extend  through  fiscal 
year  1980  the  program  of  assistance  for  nurse  training,  and  for  other  purposes. 


IN  THE  SENATE  OF  THE  UNITED  STATES 

January  25  (legislative  day,  January  15),  1979 
Mr.  Javits  (for  himself,  Mr.  Kennedy,  Mr.  Williams,  Mr.  Randolph,  Mr. 
Eagleton,  Mr.  Cranston,  Mr.  Riegle,  Mr.  Schweiker,  Mr.  Stafford, 
Mr.  Levin,  and  Mr.  Dole)  introduced  the  following  bill;  which  was  read 
twice  and  referred  to  the  Committee  on  Human  Resources 


A BILL 

To  amend  title  YIH  of  the  Public  Health  Service  Act  to  extend 
through  fiscal  year  1980  the  program  of  assistance  for  nurse 
training,  and  for  other  purposes. 

1 Be  it  enacted  by  the  Senate  and  House  of  Representa- 

2 tives  of  the  United  States  of  America  in  Congress  assembled, 

3 TITLE  I— NURSE  TRAINING 

4 Sec.  101.  (a)  This  Act  may  be  cited  as  the  “Nurse 

5 Training  Amendments  of  1979”. 

6 (b)  Whenever  in  this  Act  (other  than  section  204)  an 

7 amendment  or  repeal  is  expressed  in  terms  of  an  amendment 

II— E# 
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to,  or  repeal  of,  a section  or  other  provision,  the  reference 
shall  be  considered  to  be  made  to  a section  or  other  provision 
of  the  Public  Health  Service  Act. 

Sec.  102.  Section  801  (relating  to  authorizations  for 
construction  grants)  is  amended  by — 

(1)  striking  “and”  after  “1977”,  and 

(2)  inserting  before  the  period  at  the  end  thereof 
“an;1  $4,000,000  for  the  fiscal  year  ending  September 
30,  1980”. 

Sec.  103.  (a)  Subsections  (a)  and  (b)  of  section  805  (re- 
lating to  loan  guarantees  and  interest  subsidies)  are  each 
amended  by  striking  out  “1978”  and  substituting  “1980”. 
(b)  Subsection  (e)  of  section  805  is  amended  by — 

(1)  striking  “and”  after  “1977”,  and 

(2)  inserting  “and  $1,000,000  for  the  fiscal  year 
ending  September  30,  1980”  after  “1978”. 

Sec.  104.  Subsection  (f)  of  section  810  (relating  to  capi- 
tation grants)  is  amended  by — 

(1)  striking  “and”  after  “1977”,  and 

(2)  inserting  “and  $34,000,000  for  the  fiscal  year 
ending  September  30,  1980”  after  “1978,”. 

Sec.  105.  The  first  sentence  of  subsection  (d)  of  section 
820  (relating  to  special  project  grants  and  contracts)  is 
amended  by — 

(1)  striking  out  “and”  after  “1977”,  and 
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1 (2)  inserting  before  the  period  and  $17,000,000 

2 for  the  fiscal  year  ending  September  30,  1980”. 

3 Sec.  106.  Subsection  (b)  of  section  821  (relating  to  ad- 

4 vanced  nurse  training  programs)  is  amended  by — 

5 (1)  striking  “and”  after  “1977”,  and 

6 (2)  inserting  before  the  period  “,  and  $13,500,000 

7 for  the  fiscal  year  ending  September  30,  1980”. 

8 Sec.  107.  Subsection  (e)  of  section  822  (relating  to 

9 nurse  practitioner  programs)  is  amended  by — 

10  (1)  striking  “and”  after  “1977”,  and 

11  (2)  inserting  before  the  period  “and  $15,000,000 

12  for  the  fiscal  year  ending  September  30,  1980”. 

13  Sec.  108.  Subsection  (b)  of  section  830  (relating  to 

14  traineeships)  is  amended  by — 

15  (1)  striking  “and”  after  “1977”,  and 

16  (2)  inserting  before  the  period  at  the  end  thereof 

17  “and  $15,000,000  for  the  fiscal  year  ending  September 

18  30,  1980”. 

19  Sec.  109.  (a)  Subsection  (b)(4)  of  section  835  (relating 

20  to  loan  agreements)  is  amended  by  striking  out  “1978”  and 

21  substituting  “1980”. 

22  (b)  Section  837  (relating  to  authorizations  for  student 

23  loan  funds)  is  amended  by — 

24  (1)  striking  “and”  after  “1977”, 
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(2)  inserting  before  the  period  in  the  first  sentence 
“and  $25,500,000  for  the  fiscal  year  ending  September 
30,  1980”, 

(3)  striking  out  “1979”  and  substituting  “the 
fiscal  year  ending  September  30,  1981”,  and 

(4)  striking  out  “October  1,  1978”  and  substitut- 
ing “October  1,  1980”. 

(c)(1)  Subsection  (a)  of  section  839  (relating  to  distribu- 
tion of  assets)  is  amended  by  striking  out  “September  30, 
1980,  and  not  later  than  September  30,  1977”  and  substitut- 
ing “September  30,  1981,  and  not  later  than  December  30, 
1983”. 

(2)  Paragraph  (1)  of  such  subsection  is  amended  by 
striking  out  “1980”  and  substituting  “1983”. 

(3)  Subsection  (b)  of  such  section  is  amended  by  striking 
out  “1980”  each  place  it  occurs  and  substituting  “1983”. 

Sec.  110.  (a)  Subsection  (b)  of  section  845  (relating  to 
scholarship  grants)  is  amended  by — 

(1)  striking  out  “next  two  fiscal  years”  in  the  first 
sentence  and  substituting  “next  four  fiscal  years”, 

(2)  striking  out  “1979”  and  substituting  “1981”, 
and 

(3)  striking  out  “1978”  and  substituting  “1980”. 
(b)  Subsection  (c)(1)  of  such  section  is  amended  by — 
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(1)  striking  out  “next  two  fiscal  years”  in  subpar- 
agraph (A)  and  substituting  “next  four  fiscal  years”, 

(2)  striking  out  “1978”  in  subparagraph  (B)  and 
substituting  “1980”,  and 

(3)  striking  out  “1979”  in  subparagraph  (B)  and 
substituting  “1981”. 

Sec.  111.  Section  836  (b)(3)  (relating  to  student  loans) 
is  amended  by — 

(1)  inserting  after  “(3)”  the  following:  “in  the 
case  of  a student  who  received  such  a loan  before  the 
date  of  enactment  of  the  Nurse  Training  Amendments 
of  1979”,  and 

(2)  striking  out  “any  such  loan”  and  substituting 
“any  such  loan  made  before  the  date  of  enactment  of 
the  Nurse  Training  Amendments  of  1979”. 

Sec.  112.  (a)  The  Secretary  of  Health,  Education,  and 
Welfare  (hereinafter  in  this  section  referred  to  as  the  “Secre- 
tary”) shall  arrange,  in  accordance  with  subsection  (b),  for 
the  conduct  of  a study  to  determine  the  need  to  continue  a 
specific  program  of  Federal  financial  support  for  nursing  edu- 
cation, taking  into  account — 

(1)  the  need  for  nurses  under  the  present  health 
care  delivery  system  and  under  that  system  as  it  may 
be  changed  by  the  enactment  of  legislation  for  national 
health  insurance, 
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1 (2)  the  cost  of  nursing  education,  and 

2 (3)  the  availability  of  other  sources  of  support  for 

3 nursing  education,  including  support  under  general  pro- 

4 grams  of  Federal  financial  support  for  postsecondary 

5 education,  under  State  and  other  public  programs,  and 

6 from  private  sources. 

7 (b)(1)  The  Secretary  shall  first  request  the  National 

8 Academy  of  Sciences  (hereinafter  in  this  section  referred  to 

9 as  the  “Academy”),  acting  through  the  Institute  of  Medicine, 

10  to  conduct  the  study  required  by  subsection  (a),  under  an 

11  arrangement  whereby  the  actual  expenses  incurred  by  the 

12  Academy  directly  related  to  the  conduct  of  such  study  will  be 

13  paid  by  the  Secretary.  If  the  Academy  agrees  to  such  re- 

14  quest,  the  Secretary  shall  enter  into  such  an  agreement  with 

15  the  Academy. 

16  (2)  If  the  Academy  declines  the  Secretary’s  request  to 

17  conduct  such  study  under  such  an  arrangement,  then  the 

18  Secretary  shall  enter  into  a similar  arrangement  with  another 

19  appropriate  public  or  nonprofit  private  entity  to  conduct  such 

20  study. 

21  (3)  Upon  completion  of  the  study,  the  entity  conducting 

22  the  study  shall  provide  a report  of  the  results  to  the  Secre- 

23  tary  and  shall  include  in  such  report  any  recommendations 

24  for  legislation  which  the  entity  determines  are  appropriate. 
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1 (4)  Any  arrangement  entered  into  under  paragraph  (1) 

2 or  (2)  of  this  subsection  for  the  conduct  of  a study  shall  re- 

3 quire  that  such  study  be  completed  and  reports  thereon  be 

4 submitted  within  such  period  as  the  Secretary  may  require  to 

5 meet  the  requirements  of  subsection  (c). 

6 (c)  Not  later  than  January  15,  1980,  the  Secretary  shall 

7 report  to  the  Committee  on  Human  Resources  of  the  Senate 

8 and  the  Committee  on  Interstate  and  Foreign  Commerce  of 

9 the  House  of  Representatives  the  results  of  the  study  con- 

10  ducted  pursuant  to  subsection  (a)  together  with  such  recom- 

11  mendations  for  legislation  as  the  Secretary  determines  are 

12  appropriate. 

13  TITLE  II— OTHER  HEALTH  PROFESSIONS 

14  PROGRAMS 

15  Sec.  201.  Section  729(a)  (relating  to  limits  on  Federal 

16  loan  insurance  and  insured  loans)  is  amended  by — 

17  (1)  inserting  before  the  period  in  the  first  sentence 

18  a comma  and  the  following:  “except  that  in  the  case  of 

19  loans  to  students  in  schools  of  medicine,  osteopathy, 

20  and  dentistry,  the  Secretary  may  increase  the  total  of 

21  such  loans  which  may  be  covered  by  Federal  loan  in- 

22  surance  to  $15,000  if  he  determines  that  the  costs  of 

23  education  at  such  schools  requires  such  increase”;  and 

24  (2)  inserting  before  the  period  in  the  second  sen- 
tence a comma  and  the  following:  “except  that  the 
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1 Secretary  may  increase  such  amount  for  borrowers 

2 who  are  or  were  students  in  schools  of  medicine,  oste- 

3 opathy,  and  dentistry  to  $60,000  if  he  determines  that 

4 the  costs  of  education  at  such  schools  requires  such  in- 

5 crease”. 

6 Sec.  202.  Section  752(b)(5)(A)  (relating  to  service  re- 

7 quirements  for  National  Health  Service  Corps  scholarships) 

8 is  amended  by  striking  out  “(not  to  exceed  three  years)”  and 

9 substituting  “(not  to  exceed  three  years  or  such  greater 

10  period  as  the  Secretary,  consistent  with  the  needs  of  the 

11  Corps,  may  authorize)”. 

12  Sec.  203.  Section  781(c)  (relating  to  requirements  for 

13  participation  of  schools  in  area  health  education  center  pro- 

14  grams)  is  amended  by  adding  after  and  below  paragraph  (4) 

15  the  following: 

16  “The  requirement  of  paragraph  (3)  shall  not  apply  to  a medi- 

17  cal  or  osteopathic  school  participating  in  an  area  health  edu- 

18  cation  center  program  if  another  such  school  participating  in 

19  the  same  program  meets  the  requirement  of  that  para- 

20  graph.”. 

21  Sec.  204.  Section  802(a)  of  the  Health  Professions 

22  Educational  Assistance  Act  of  1976  (relating  to  transitional 

23  provisions  on  area  health  education  centers)  is  amended  by — 

24  (1)  striking  out  “for  the  next  fiscal  year”  and  sub- 

25  stituting  “for  the  next  three  fiscal  years”; 
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(2)  striking  out  “no  payment  shall  be  made  to  an 
entity  under  such  a contract”  and  substituting  “no 
payment  under  such  a contract  shall  be  made  to  an 
entity  which  had  not  first  entered  into  such  a contract 
before  October  12,  1976,  (1)”;  and 

(3)  inserting  before  the  period  at  the  end  thereof: 
“,  or  (2)  for  any  fiscal  year  beginning  after  September 
30,  1979”. 

Sec.  205.  Subparagraph  (B)  of  section  788(e)(2)  is 


amended  by  striking  out  “$5,000,000”  and  substituting 

“$10,000,000”. 
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96th  CONGRESS  £1  HAA 
1st  Session 

To  amend  the  Public  Health  Service  Act  to  revise  and  strengthen  the  program 
under  that  Act  for  the  regulation  of  clinical  laboratories. 


IN  THE  SENATE  OF  THE  UNITED  STATES 

March  8 (legislative  day,  February  22),  1979 
Mr.  Javits  (for  himself,  Mr.  Kennedy,  Mr.  Williams,  Mr.  Randolph,  Mr. 
Stafford,  Mr.  Riegle,  and  Mr.  Inouye)  introduced  the  following  bill; 
which  was  read  twice  and  referred  to  the  Committee  on  Labor  and  Human 
Resources 


A BILL 

To  amend  the  Public  Health  Service  Act  to  revise  and  strength- 
en the  program  under  that  Act  for  the  regulation  of  clinical 
laboratories. 

1 Be  it  enacted  by  the  Senate,  and  House  of  Representa- 

2 tives  of  the  United  States  of  America  in  Congress  assembled, 

3 That  this  Act  may  be  cited  as  the  “Clinical  Laboratory 

4 Improvement  Act  of  1979”. 

5 FINDINGS 

6 Sec.  2.  The  Congress  finds  that — 
n— e 
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(1)  clinical  laboratory  testing  is  a vital  element  of 
health  care  throughout  the  Nation; 

(2)  health  care  in  this  Nation  will  only  be  effective 
and  of  high  quality  if  procedures  utilized  for  testing  by 
clinical  laboratories  assure  accurate  and  reliable  re- 
sults; 

(3)  it  is  essential  to  the  public  interest  that  the 
health  and  welfare  of  consumers  of  health  care  be  pro- 
tected by  requiring  that  all  clinical  laboratories  comply 
with  uniform  standards  to  assure  accurate  and  reliable 
testing  by  laboratories; 

(4)  testing  in  clinical  laboratories  which  do  not 
comply  with  such  standards  can  be  performed  at  less 
expense  and  thus  such  laboratories  are  able  to  compete 
unfairly  with  the  clinical  laboratories  which  do  comply 
with  such  standards; 

(5)  requiring  compliance  with  standards  to  assure 
accurate  and  reliable  testing  by  clinical  laboratories 
which  operate  in  interstate  commerce  without  provision 
for  requiring  compliance  with  such  standards  by  other 
clinical  laboratories  will  discriminate  against  and  de- 
press interstate  commerce  and  adversely  burden, 
obstruct,  and  affect  such  commerce; 
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(6)  all  clinical  laboratory  testing  is  either  in  inter- 
state commerce  or  substantially  affects  such  commerce; 
and 

(7)  consequently,  regulation  by  the  Secretary  in 
cooperation  with  the  States  as  contemplated  by  the 
amendment  made  by  this  Act  is  appropriate  to  prevent 
and  eliminate  burdens  upon  interstate  commerce,  to  ef- 
fectively regulate  interstate  commerce,  and  to  protect 
the  health  and  welfare  of  consumers  of  health  care. 

AMENDMENT  TO  THE  PUBLIC  HEALTH  SEBVICE  ACT 

Sec.  3.  (a)  Part  H of  title  HE  of  the  Public  Health 
Service  Act  is  amended  to  read  as  follows: 

“Part  H — Clinical  Laboratories 
“definitions 
“Sec.  370.  As  used  in  this  part — 

“(1)  The  terms  ‘laboratory’  and  ‘clinical  labora- 
tory’ mean  (A)  a facility  for  the  biological,  microbiolog- 
ical, serological,  chemical,  immunohematological,  ra- 
dioimmunological,  hematological,  biophysical,  cytologi- 
cal,  pathological,  or  other  examination  of  materials  de- 
rived from  the  human  body  for  the  purpose  of  provid- 
ing information  for  the  diagnosis,  prevention,  or  treat- 
ment of  any  disease  or  impairment  of,  or  the  assess- 
ment of  the  health  of,  humans,  or  (B)  a facility  for  the 
collection,  processing,  and  transmission  of  such  materi- 
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als  for  such  purposes,  other  than  a facility  exclusively 
engaged  in  the  collection  or  processing  of  human  blood 
or  its  components  intended  for  transfusion  or  further 
manufacturing. 

“(2)  The  term  ‘interstate  commerce’  means  trade, 
traffic,  commerce,  transportation,  transmission,  or  com- 
munication between  any  State,  territory,  or  possession 
of  the  United  States,  the  Commonwealth  of  Puerto 
Rico,  or  the  District  of  Columbia,  and  any  place  out- 
side thereof,  or  within  the  District  of  Columbia. 
“licenses 

“Sec.  371.  (a)  The  Secretary  shall  establish  and  have  in 
effect  within  twenty-four  months  after  the  date  of  enactment 
of  this  section  a system  for  the  licensure  of  all  clinical  labora- 
tories subject  to  national  standards  in  effect  under  section 
372.  A clinical  laboratory  subject  to  the  national  standards  in 
effect  under  section  372  shall  not  perform  any  tests  or  pro- 
vide any  services  thirty-six  months  after  the  date  of  enact- 
ment of  this  section  unless  such  laboratory  has  in  effect  a 
valid  license  issued  under  this  section.  A license  issued  under 
such  system  for  a clinical  laboratory  (1)  shall  specify  the  cat- 
egories of  tests  and  procedures  which  such  laboratory  may 
perform,  and  (2)  shall  be  valid  for  such  period  as  the  Secre- 
tary may  prescribe  not  in  excess  of  twenty-four  months.  A 
clinical  laboratory  may,  at  the  discretion  of  the  Secretary, 
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1 perform  tests  and  provide  services  during  the  period  its  appli- 

2 cation  for  a license  is  pending. 

3 “(b)  The  system  established  under  subsection  (a)  shall 

4 require  the  following  as  a condition  to  the  issuance  or  renew- 

5 al  of  a license  under  the  system: 

6 “(1)  the  submission  of  an  application  in  such  form 

7 and  manner  as  may  be  prescribed  by  the  Secretary, 

8 and 

9 “(2)  a determination  by  the  Secretary  that  the  ap- 

10  plicant  meets  the  national  standards  in  effect  under 

11  section  372. 

12  “(c)(1)  If  the  Secretary  finds,  after  reasonable  notice 

13  and  opportunity  for  a hearing,  that — 

14  “(A)  a clinical  laboratory  licensed  under  this  sub- 

15  section  is  not  in  compliance  with  applicable  national 

16  standards  in  effect  under  section  372,  or 

17  “(B)  such  laboratory  has  (i)  failed  to  comply  with 

18  reasonable  requests  of  the  Secretary  for  any  informa- 

19  tion,  specimens,  or  tests  on  specimens,  as  the  Secre- 

20  tary  deems  necessary  to  determine  the  laboratory’s 

21  continued  eligibility  for  its  license  under  this  subsection 

22  or  continued  compliance  with  applicable  national  stand- 

23  ards  in  effect  under  section  372,  or  (ii)  refused  a re- 

24  quest  of  the  Secretary  or  any  officer,  employee,  or 
agent  duly  designated  by  him  for  permission  to  inspect 
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1 or  monitor  the  laboratory  and  its  operations,  speci- 

2 mens,  and  relevant  records  at  any  reasonable  time, 

3 the  Secretary  may  revoke  such  laboratory’s  license  for  the 

4 remainder  of  its  term  or  may  limit  or  suspend  such  laborato- 

5 ry’s  license  until  such  laboratory  has  demonstrated  to  the 

6 satisfaction  of  the  Secretary  that  the  laboratory  is  in  compli- 

7 ance  with  such  national  standards  or  such  requests  will  be 

8 complied  with,  as  the  case  may  be. 

9 “(2)  If  the  Secretary  finds,  after  reasonable  notice  and 

10  opportunity  for  a hearing  (in  accordance  with  the  procedures 

11  specified  in  section  1869(c)  of  the  Social  Security  Act),  that  a 

12  clinical  laboratory  licensed  under  this  section — 

13  “(A)  has  been  guilty  of  misrepresentation  in  ob- 

14  tabling  the  license; 

15  “(B)  has  engaged  or  attempted  to  engage  in,  or 

16  represented  itself  as  entitled  to  perform,  any  laboratory 

17  test  or  procedure  or  category  of  tests  or  procedures  not 

18  authorized  by  the  license; 

19  “(C)  has  engaged  in  a billing  practice  under  which 

20  charges  for  laboratory  services  provided  a patient,  on 

21  whose  behalf  reimbursement  (in  whole  or  in  part)  for 

22  such  charges  is  provided  funds  under  any  Federal  pro- 

23  gram,  are  made  at  a higher  rate  than  charges  for  com- 

24  parable  services  provided  a patient  for  whom  such 

25  reimbursement  is  not  made; 
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“(D)  has  offered,  paid,  solicited,  or  received  any 
kickback,  bribe,  finder’s  fee,  rebate,  or  other  illegal  re- 
muneration but  excluding  any  discount  or  other  reduc- 
tion in  price  and  excluding  any  amount  paid  by  an  em- 
ployer for  employment  in  the  provision  of  the  services, 
directly  or  indirectly,  overtly  or  covertly,  in  cash  or  in 
kind  in  connection  with  the  provision  of  clinical  labora- 
tory services;  or 

“(E)  has  engaged  in  any  false,  fictitious,  or  fraud- 
ulent billing  practice  for  the  purposes  of  obtaining  pay- 
ment under  any  program  the  funds  for  which  are  pro- 
vided in  whole  or  in  part  by  the  United  States, 
the  Secretary  may  revoke  such  license  for  the  remainder  of 
its  term  or  may  make  the  laboratory  or  any  person  deter- 
mined by  the  Secretary  to  have  made  the  misrepresentation 
described  in  subparagraph  (A)  or  to  have  engaged  in  any  ac- 
tivity described  in  subparagraph  (B),  (C),  (D),  or  (E)  ineligible 
to  apply  for  a license  under  this  subsection  for  such  period 
(not  to  exceed  twenty-four  months)  as  the  Secretary  may 
prescribe,  or  take  both  such  actions.  A billing  practice  which 
results  in  different  charges  for  the  same  laboratory  services 
solely  because  of  differences  in  administrative  costs  related  to 
receiving  reimbursement  for  the  provision  of  such  services 
shall  not  be  considered  a billing  practice  described  in  subpar- 
agraph (C). 


1 

2 

3 

4 

5 

6 

7 

8 

9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

23 

24 

25 


77 


8 

“(3)  Any  person  who  is  convicted  under  section  375  or 
under  section  1877  or  1909  of  the  Social  Security  Act  after 
the  date  of  enactment  of  the  Clinical  Laboratory  Improve- 
ment Act  of  1979  for  a violation  occurring  after  such  date 
shall  not  be  eligible  to  apply  for  a license  under  this  subsec- 
tion for  a clinical  laboratory  during  the  ten-year  period  begin- 
ning on  the  date  of  such  person’s  judgment  of  conviction. 
Where  the  person  so  convicted  has  a direct  or  indirect  own- 
ership or  control  interest  of  5 per  centum  or  more  in  the 
laboratory  involved  in  such  violation,  or  is  an  officer,  direc- 
tor, agent,  or  managing  employee  (as  defined  in  section 
1126(b)  of  the  Social  Security  Act)  of  such  laboratory,  the 
Secretary  may  revoke  the  license  of  such  laboratory. 
“national  standabds 

“Sec.  372.  (a)  Within  one  year  after  the  date  of  the 
enactment  of  the  Clinical  Laboratory  Improvement  Act  of 
1979,  the  Secretary  shall  publish  proposed  national  standards 
for  clinical  laboratories.  Within  one  hundred  and  eighty  days 
after  such  standards  are  proposed,  the  Secretary  shall  pro- 
mulgate such  standards  with  such  modifications  as  the  Secre- 
tary deems  appropriate  and  such  standards  shall  take  effect 
upon  their  promulgation.  Standards  under  this  subsection  may 
be  amended  by  the  Secretary. 

“(b)  National  standards  promulgated  under  subsection 
(a)  for  clinical  laboratories,  designed  to  assure  consistent  per- 
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formance  by  clinical  laboratories  of  accurate  and  reliable  lab- 
oratory tests  and  other  procedures  and  services,  shall — 

“(1)  require  clinical  laboratories  subject  to  the 
standards  to  maintain  appropriate  quality  control  pro- 
grams, 

“(2)  require  such  laboratories  to  maintain  such 
records,  equipment,  and  facilities  as  may  be  necessary 
for  the  proper  and  effective  operation  of  such 
laboratories, 

“(3)  require  satisfactory  performance  by  such  lab- 
oratories based  upon  periodic  proficiency  tests  devel- 
oped in  accordance  with  subsection  (d)(3), 

“(4)  to  the  extent  necessary  to  insure  the  accura- 
cy and  reliability  of  the  performance  of  tests  and  serv- 
ices by  such  laboratories,  prescribe  qualifications  for  di- 
rectors and  supervisory  personnel  of,  and  laboratory 
technical  personnel  employed  in,  such  laboratories 
which  qualifications  shall  (A)  not  be  limited  solely  to 
education  requirements  but  shall  include,  where  appro- 
priate, training,  experience,  and  examination  require- 
ments, (B)  include  requirements  designed  to  insure  the 
continued  competence  of  laboratory  personnel,  and  (C) 
take  into  account  advances  in  the  sciences  and  im- 
provements in  the  technology  utilized  in  laboratory 
testing  which  may  require  specialty  personnel, 
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1 “(5)  contain  adequate  provisions  for  inspecting 

2 laboratories  and  enforcing  and  monitoring  the  enforce- 

3 ment  of  standards,  and 

4 ‘‘(6)  include  such  other  requirements  as  the  Secre- 

5 tary  determines  necessary  to  assure  consistent  perform- 

6 ance  by  such  laboratories  of  accurate  and  reliable  tests 

7 and  other  procedures  and  services. 

8 “(c)  Standards  prescribed  under  subsection  (b)  for  clini- 

9 cal  laboratories  may  vary  on  the  basis  of  the  type  of  tests, 

10  procedures,  or  services  performed  by  such  laboratories  or  the 

11  purposes  for  which  such  tests,  procedures,  or  services  are 

12  performed. 

13  “(d)  Within  one  year  after  the  date  of  the  enactment  of 

14  the  Clinical  Laboratory  Improvement  Act  of  1979,  the  Sec- 

15  retary,  in  consultation  with  appropriate  professional  organi- 

16  zations,  shall — 

17  “(1)  develop  job-related  proficiency  and  practical 

18  examinations  (including  reasonable  standards  for  deter- 

19  mining  successful  completion  of  such  examinations)  as 

20  determined  necessary  by  the  Secretary  for  personnel  in 

21  clinical  laboratories  which  examinations  reflect  the 

22  nature  of  the  work  performed  by  such  personnel, 

23  “(2)  develop  mechanisms  designed  to  assure  the 

24  continued  competence  of  such  personnel,  and 
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1 “(3)  develop  standards  for  the  proficiency  testing 

2 of  clinical  laboratories  which  standards — 

3 “(A)  shall  require  such  tests  to  be  adminis- 

4 tered  at  least  annually  to  all  laboratories  subject 

5 to  the  national  standards  in  effect  under  subsec- 

6 tion  (a); 

7 “(B)  shall  require  a system  of  onsite  testing, 

8 including  supervised  unannounced  onsite  testing, 

9 of  the  proficiency  of  a laboratory  in  the  examina- 

10  tion  of  specimens;  and 

11  “(C)  may  require  a system  for  the  testing  of 

12  a laboratory’s  proficiency  in  the  examination  of 

13  specimens  under  which  system  the  laboratory  is 

14  not  informed  that  its  proficiency  is  being  tested 

15  (commonly  referred  to  as  ‘blind  proficiency 

16  testing’). 

17  “(e)  The  examinations  developed  under  paragraph  (1)  of 

18  subsection  (d)  shall  be  required  to  be  administered  only 

19  during  the  twenty-four-month  period  immediately  following 

20  the  initial  administration  of  such  examinations. 

21  “(f)(1)  National  standards  for  clinical  laboratories  in 

22  effect  under  section  372  shall  be  administered  and  enforced 

23  by  the  Secretary  and  shall,  except  as  provided  in  this  subsec- 

24  tion,  apply  to  each  clinical  laboratory  which  is  engaged  in 

25  commerce. 
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1 “(2)  During  the  two-year  period  beginning  on  the  date 

2 that  national  standards  for  clinical  laboratories  first  take 
8 effect  under  section  372  the  provisions  of  such  standards  pre- 

4 scribing  qualifications  for  laboratory  personnel  shall  not  apply 

5 to  a clinical  laboratory  which — 

6 “(A)  the  Secretary  determines  is  located  in  a 

7 rural  area  (as  defined  by  the  Secretary)  in  which  indi- 

8 viduals  with  the  qualifications  prescribed  by  such  provi- 

9 sions  are  not  available, 

10  “(B)  performs  services  solely  for  hospitals  and  fi- 

ll censed  physicians,  dentists,  or  podiatrists  (or  any  com- 

12  bination  of  such  practitioners)  located  within  such  a 

13  rural  area,  and 

14  “(C)  provides  the  Secretary  satisfactory  assur- 

15  ances  that  it  will  take  such  actions  as  may  be  neces- 

16  sary  to  train  individuals  to  meet  such  qualifications  or 

17  to  employ  individuals  with  such  qualifications. 

18  “(3)(A)  Upon  such  conditions  as  the  Secretary  may  by 

19  regulation  prescribe,  the  Secretary  may  exempt  from  the  na- 

20  tional  standards  for  clinical  laboratories  any  clinical 

21  laboratory — 

22  “(i)  which  is  located  in  the  office  of,  and  operated 

23  by,  a licensed  physician,  dentist,  or  podiatrist,  or  a 

24  group  of  not  more  than  five  such  practitioners,  or  in  a 
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1 rural  health  clinic,  as  defined  in  section  1861(aa)(22)  of 

2 the  Social  Security  Act,  and 

3 “(ii)  in  which  the  only  tests  or  procedures  which 

4 are  performed  are  routine  tests  or  procedures  (as  deter- 

5 mined  by  the  Secretary)  performed  by  such  a practi- 

6 tioner  or  clinic  in  connection  with  the  treatment  of  the 

7 patients  of  such  practitioner  (or  practitioners)  or  clinic. 

8 “(B)  If  the  Secretary  finds,  after  reasonable  notice,  that 

9 a laboratory  granted  an  exemption  under  subparagraph  (A)  is 

10  not  a laboratory  which  is  described  by  clauses  (i)  and  (ii)  of 

1 1 subparagraph  (A)  or  that  such  laboratory  has  engaged  in  mis- 

12  representation  in  obtaining  the  exemption,  the  Secretary 

13  shall  withdraw  the  exemption  granted  such  laboratory. 

14  “(C)  The  national  standards  for  clinical  laboratories  may 

15  not  apply  to  any  clinical  laboratory  described  in  subpara- 

16  graph  (A)(i)  if  the  laboratory  successfully  participates  in  a 

17  proficiency-testing  program  approved  by  the  Secretary  and  if 

18  the  laboratory  has  submitted  to  the  Secretary  in  accordance 

19  with  this  paragraph  notice  of  its  participation  in  such  a pro- 

20  gram.  The  notice  required  by  this  paragraph  shall  be  made  in 

21  such  form  and  manner  as  the  Secretary  shall  prescribe.  The 

22  Secretary  may  not  approve  a proficiency  testing  program  for 

23  purposes  of  this  paragraph  unless  the  program  operator  has 

24  entered  into  an  agreement  with  the  Secretary  to  provide  in- 
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1 formation  to  the  Secretary  respecting  the  results  of  the  profi- 

2 ciency  tests  administered  under  such  program. 

3 “(D)  The  Secretary  shall  exempt,  on  such  terms  and 

4 conditions  as  may  he  appropriate,  from  the  national  standards 

5 for  clinical  laboratories  any  laboratory  in  which  the  tests  or 

6 procedures  which  are  performed  are  primarily  tests  or  proce- 

7 dures  for  biomedical  or  behavioral  research. 

8 “(E)  The  Secretary  shall  exempt,  on  such  terms  and 

9 conditions  as  may  be  appropriate,  from  the  national  standards 

10  for  clinical  laboratories  any  laboratory  in  which  the  only  tests 

11  or  procedures  performed  are  tests  or  procedures  for  persons 

12  engaged  in  the  business  of  insurance  solely  for  the  purpose  of 

13  determining  whether  to  write  an  insurance  contract  or  deter- 

14  mining  eligibility  for  payments  under  an  insurance  contract. 

15  “(4)  Any  clinical  laboratory  in  interstate  commerce 

16  shall,  during  the  period  beginning  on  the  date  of  the  enact- 

17  ment  of  the  Clinical  Laboratory  Improvement  Act  of  1979, 

18  and  ending  on  the  date  such  laboratory  is  required  to  have  in 

19  effect  a license  issued  under  this  section,  comply  with  the 

20  licensing  requirements  in  effect  under  section  353  prior  to  the 

21  date  of  enactment  of  the  Clinical  Laboratory  Improvement 

22  Act  of  1979. 

23  “agreements 

24  “Sec.  373.  (a)  The  Secretary  may  enter  into  agree- 

25  ments  with  qualified  nonprofit  private  entities  which,  as  de- 
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1 termined  by  the  Secretary,  have  adopted  and  implemented 

2 laboratory  standards  at  least  as  stringent  as  those  in  effect 

3 under  section  372,  under  which  agreements  such  entities 

4 shall  make  such  inspections  as  the  Secretary  may  require  to 

5 determine  if  clinical  laboratories  are  in  compliance  with  ap- 

6 plicable  standards,  administer  such  proficiency  tests  as  the 

7 Secretary  may  require  for  clinical  laboratories,  or  administer 

8 such  examinations  of  laboratory  personnel  as  the  Secretary 

9 may  require. 

10  “(b)  Where  a State  agency  or  local  agencies  demon- 

1 1 strate  that  sufficient  qualified  personnel  are  available  to  them 

12  to  permit  the  effective  enforcement  of  this  part,  and  in  the 

13  case  of  any  State  which  has  an  agreement  with  the  Secretary 

14  under  section  1864  of  the  Social  Security  Act  with  respect  to 

15  clinical  laboratories,  the  Secretary  shall  amend  such  agree- 

16  ment  with  respect  to  any  such  State  which  is  able  and  willing 

17  to  do  so  to  provide  that  the  State  agency  or  local  agencies 

18  which  are  utilized  under  such  agreement  with  respect  to 

19  clinical  laboratories  will  be  utilized  for  the  purpose  of  deter- 

20  mining  whether  clinical  laboratories  in  such  State  meet  the 

21  requirements  for  a license  under  section  371. 

22  “federal  clinical  laboratories 

23  “Sec.  374.  (a)  Federal  clinical  laboratories  under  the 

24  jurisdiction  of  the  Secretary  shall  be  subject  to  national 

25  standards  in  effect  under  section  372  and  any  other  Federal 
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clinical  laboratory  in  a State  shall  be  subject  to  such  stand- 
ards unless  (1)  the  laboratory  is  under  the  jurisdiction  of  any 
of  the  Armed  Forces  of  the  United  States  or  the  Administra- 
tor of  Veterans’  Affairs,  or  (2)  the  agency  which  has  jurisdic- 
tion over  such  laboratory  has  in  effect  standards  for  such  lab- 
oratory which  are  no  less  stringent  than  the  national  stand- 
ards in  effect  under  section  372. 

“(b)  The  Secretary  shall  bring  the  national  standards  in 
effect  under  section  372  to  the  attention  of  the  Secretary  of 
each  military  department  and  the  Administrator  of  Veterans’ 
Affairs  so  that  such  standards  may  be  considered  and  applied, 
as  appropriate,  by  such  Secretaries  and  Administrator  to 
clinical  laboratories  under  their  jurisdiction. 

“prohibited  acts;  remedies 
“Sec.  375.  (a)  Whoever — 

“(1)  knowingly  and  willfully  solicits,  or  knowingly 
and  willfully  accepts,  directly  or  indirectly,  any  speci- 
men for  a laboratory  test  or  other  laboratory  procedure 
by  a clinical  laboratory  which  is  required  to  have  in 
effect  a license  issued  under  section  371  and  which 
does  not  have  such  a license  in  effect  or  which  is  not 
authorized  by  its  license  to  perform  such  test  procedure 
shall  be  fined  not  more  than  $25,000  or  imprisoned  for 
more  than  five  years,  or  both;  or 
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“(2)(A)  knowingly  and  willfully  makes  or  causes 
to  be  made  any  false  statement  or  representation  of  a 
material  fact  in  any  application  for  a license  under  this 
part; 

“(B)  having  knowledge  of  the  occurrence  of  any 
event  affecting  the  initial  or  continued  right  to  any 
such  license,  conceals  or  fails  to  disclose  such  event 
with  an  intent  fraudulently  to  secure  or  hold  such 
license  when  no  license  is  authorized;  or 

“(C)  having  made  application  to  receive  a license 
for  a specific  use  and  having  received  it,  knowingly 
and  willfully  converts  such  license  to  an  unauthorized 
use, 
shall — 

“(i)  in  the  case  of  such  a statement,  representa- 
tion, concealment,  failure,  or  conversion  by  any  person 
in  connection  with  the  obtaining  of  a license,  be  guilty 
of  a felony  and  upon  conviction  thereof  fined  not  more 
than  $25,000  or  imprisoned  for  not  more  than  five 
years  or  both,  or 

“(ii)  in  the  case  of  such  a statement,  representa- 
tion, concealment,  failure,  or  conversion  by  any  other 
person,  be  guilty  of  a misdemeanor  and  upon  convic- 
tion thereof  fined  not  more  than  $10,000  or  imprisoned 
for  not  more  than  one  year,  or  both. 
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1 “(b)(1)  Whoever  solicits  or  receives  any  remuneration 

2 (including  any  kickback,  bribe,  or  rebate)  directly  or  indirect- 

3 ly,  overtly  or  covertly,  in  cash  or  in  kind — 

4 “(A)  in  return  for  referring  an  individual  to  a 

5 person  for  the  furnishing  or  arranging  for  the  fumish- 

6 ing  of  any  item  or  service  described  in  this  part;  or 

7 “(B)  in  return  for  purchasing,  leasing,  ordering,  or 

8 arranging  for  or  recommending  purchasing,  leasing,  or 

9 ordering  any  goods,  facility,  service,  or  items  described 

10  in  this  part, 

11  shall  be  guilty  of  a felony  and  upon  conviction  thereof,  shall 

12  be  fined  not  more  than  $25,000  or  imprisoned  for  not  more 

13  than  five  years,  or  both. 

14  “(2)  Whoever  offers  or  pays  any  remuneration  (includ- 

15  ing  any  kickback,  bribe,  or  rebate)  directly  or  indirectly, 

16  overtly  or  covertly,  in  cash  or  in  kind  to  any  person  to  induce 

17  such  person — 

18  “(A)  to  refer  an  individual  to  a person  for  the  fur- 

19  nishing  or  arranging  for  the  furnishing  of  any  item  or 

20  service  described  in  this  part,  or 

21  “(B)  to  purchase,  lease,  order,  or  arrange  for  or 

22  recommend  purchasing,  leasing,  or  ordering  any  goods, 

23  facility,  service,  or  item  described  in  this  part, 
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shall  be  guilty  of  a felony  and  upon  conviction  thereof,  shall 
be  fined  not  more  than  $25,000  or  imprisoned  for  not  more 
than  5 years,  or  both. 

“(3)  Paragraphs  (1)  and  (2)  shall  not  apply  to — 

“(A)  a discount  or  other  reduction  in  price  ob- 
tained by  a provider  of  services  or  other  entity  under 
this  title  if  the  reduction  in  price  is  properly  disclosed 
and  appropriately  reflected  in  the  costs  claimed  or 
charges  made  by  the  provider  or  entity  under  this  part; 
and 

“(B)  any  amount  paid  by  an  employer  to  an  em- 
ployee (who  has  a bona  fide  employment  relationship 
with  such  employer)  for  employment  in  the  provision  of 
covered  items  or  services. 

“(c)  Whenever  the  Secretary  has  reason  to  believe  that 
continuation  of  any  activity  by  a clinical  laboratory  required 
to  be  licensed  under  this  section  by  the  Secretary  would  con- 
stitute a substantial  risk  to  the  public  health,  he  or  she  may 
bring  suit  in  the  United  States  district  court  for  the  district  in 
which  such  laboratory  is  situated  to  enjoin  continuation  of 
such  activity  and,  upon  proper  showing,  a temporary  injunc- 
tion or  restraining  order  against  continuation  of  such  activity 
pending  issuance  of  a final  order  by  the  court  shall  be  granted 
without  bond. 
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1 “(d)(1)  No  employer  may  discharge  any  employee  or 

2 otherwise  discriminate  against  any  employee  with  respect  to 

3 the  employee’s  compensation  or  the  terms,  conditions,  or 

4 privileges  of  his  employment  solely  because  the  employee  (or 

5 any  person  acting  pursuant  to  a request  of  the  employee) 

6 has — 

7 “(A)  commenced  or  caused  to  be  commenced,  or 

8 is  about  to  commence  or  cause  to  be  commenced  a pro- 

9 ceeding  under  this  part; 

10  “(B)  testified  or  is  about  to  testify  in  any  such 

1 1 proceeding;  or 

12  “(C)  assisted  or  participated  or  is  about  to  assist 

13  or  participate  in  any  manner  in  such  a proceeding  or  in 

14  any  other  action  to  carry  out  the  purposes  of  this  part. 

15  “(2)(A)  Any  employee  who  believes  that  he  or  she  has 

16  been  discharged  or  otherwise  discriminated  against  by  any 

17  person  in  violation  of  paragraph  (1)  may,  within  sixty  days 

18  after  such  alleged  violation  occurs,  file  (or  have  any  person 

19  file  on  the  employee’s  behalf)  a complaint  with  the  Secretary 

20  of  Labor  alleging  such  discharge  or  discrimination.  Such 

21  sixty-day  period  shall  be  tolled  during  the  pendency  of  any 

22  grievance  procedures  or  other  efforts  at  conference,  concilia- 

23  tion,  or  mediation.  Upon  receipt  of  such  a complaint,  the  Sec- 

24  retary  of  Labor  shall  notify  the  person  named  in  the  com- 

25  plaint  of  the  filing  of  the  complaint. 
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1 “(B)(i)  Upon  receipt  of  a complaint  filed  under  subpara- 

2 graph  (A),  the  Secretary  of  Labor  shall  conduct  an  investiga- 

3 tion  of  the  violation  alleged  in  the  complaint.  Within  thirty 

4 days  of  the  receipt  of  such  complaint,  the  Secretary  of  Labor 

5 shall  complete  such  investigation  and  shall  notify  the  com- 

6 plainant  (and  any  person  acting  with  the  authority  of  the 

7 complainant)  and  the  person  alleged  to  have  committed  such 

8 violation  of  the  results  of  the  investigation  conducted  pursu- 

9 ant  to  this  subparagraph.  Within  ninety  days  of  the  receipt  of 

10  such  complaint  the  Secretary  of  Labor  shall,  unless  the  pro- 

11  ceeding  on  the  complaint  is  terminated  by  the  Secretary  of 

12  Labor  on  the  basis  of  a settlement  entered  into  by  the  Secre- 

13  tary  of  Labor  and  the  person  alleged  to  have  committed  such 

14  violation,  issue  an  order  either  providing  the  relief  prescribed 

15  by  clause  (ii)  or  dismissing  the  complaint.  An  order  of  the 

16  Secretary  of  Labor  providing  for  the  relief  prescribed  by 

17  clause  (ii)  shall  be  made  on  the  record  after  notice  and  oppor- 

18  tunity  for  agency  hearing.  The  Solicitor  of  Labor  shall,  with 

19  the  consent  of  the  employee,  represent  such  employee  at  any 

20  such  hearing. 

21  “(ii)  If  in  response  to  a complaint  filed  under  subpara- 

22  graph  (A)  the  Secretary  of  Labor  determines  that  a violation 

23  of  paragraph  (1)  has  occurred,  the  Secretary  of  Labor  shall 

24  order  (I)  the  person  who  committed  such  violation  to  take 

25  affirmative  action  to  abate  the  violation,  (II)  such  person  to 
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1 reinstate  the  complainant  to  the  complainant’s  former  posi- 

2 tion  together  with  the  compensation  (including  back  pay), 

3 terms,  conditions,  and  privileges  of  the  complainant’s  em- 

4 ployment,  (111)  the  award  of  compensatory  damages,  and 

5 (TV)  where  appropriate,  the  award  of  exemplary  damages.  If 

6 such  an  order  is  issued,  the  Secretary,  at  the  request  of  the 

7 complainant,  shall  assess  against  the  person  against  whom 

8 the  order  is  issued  a sum  equal  to  the  aggregate  amount  of 

9 all  costs  and  expenses  (including  attorney’s  fees)  reasonably 

10  incurred,  as  determined  by  the  Secretary  of  Labor,  by  the 

11  complainant  for,  or  in  connection  with,  the  bringing  of  the 

12  complaint  upon  which  the  order  was  issued. 

13  “(3)(A)  Any  employee  or  employer  adversely  affected  or 

14  aggrieved  by  an  order  issued  under  paragraph  (2)  may  obtain 

15  review  of  the  order  in  the  United  States  court  of  appeals  for 

16  the  circuit  in  which  the  violation,  with  respect  to  which  the 

17  order  was  issued,  allegedly  occurred.  The  petition  for  review 

18  must  be  filed  within  sixty  days  from  the  issuance  of  the  final 

19  order.  Review  shall  conform  to  chapter  7 of  title  5 of  the 

20  United  States  Code. 

21  “(B)  An  order  of  the  Secretary  of  Labor,  with  respect  to 

22  which  review  could  have  been  obtained  under  subparagraph 

23  (A),  shall  not  be  subject  to  judicial  review  in  any  criminal  or 

24  other  civil  proceeding. 
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“(4)  Whenever  a person  has  failed  to  comply  with  an 
order  issued  under  paragraph  (2)(B),  the  Secretary  of  Labor 
shall  file  a civil  action  in  the  United  States  district  court  for 
the  district  in  which  the  violation  was  found  to  occur  to  en- 
force such  order.  In  actions  brought  under  this  paragraph, 
the  district  courts  of  the  United  States  shall  have  jurisdiction 
to  grant  all  appropriate  relief,  including  injunctive  relief  and 
compensatory  and  exemplary  damages. 

“(5)  Paragraph  (1)  shall  not  apply  with  respect  to  any 
employee  who,  acting  without  direction  from  his  or  her  em- 
ployer (or  any  agent  of  the  employer),  deliberately  causes  a 
violation  of  any  requirement  of  this  section. 

‘ ‘administration 

“Sec.  376.  (a)  The  Secretary  shall  designate  a Director 
of  Clinical  Laboratories  who  shall  serve  at  the  pleasure  of  the 
Secretary. 

“(b)  The  Secretary,  acting  through  the  designated  Di- 
rector of  Clinical  Laboratories,  shall  have  responsibility — 

“(1)  to  establish  a uniform  regulatory  policy  for 
the  administration  of  the  functions  authorized  under 
this  part  and  the  laboratory  certification  and  regulatory 
functions  presently  administered  under  this  Act,  the 
Federal  Food,  Drug,  and  Cosmetic  Act,  and  titles 
XVLLL  and  XIX  of  the  Social  Security  Act, 
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1 “(2)  to  provide  guidance  with  respect  to  the  labo- 

2 ratory  component  of  other  health  programs  adminis- 

3 tered  and  enforced  by  the  Secretary, 

4 “(3)  to  improve  laboratory  methodology  and  utili- 

5 zation  promotion  and  funding  of  grant  and  contract 

6 projects  and  studies,  both  solicited  and  unsolicited. 

7 “technical  assistance 

8 “Sec.  377.  (a)  The  Secretary  shall  provide  technical 

9 assistance  to  States  to  assist  in  carrying  out  the  requirements 

10  of  this  part.  Such  assistance  shall  include — 

11  “(1)  training  of  State  laboratory  personnel  (includ- 

12  ing  the  provision  of  instructional  materials  and  equip- 

13  ment)  where  necessary  to  qualify  such  persons  for  the 

14  enforcement  of  this  part; 

15  “(2)  monitoring  of  the  adequacy  of  State  enforce- 

16  ment  of  this  part  through  a program  of  followup  Feder- 

17  al  inspections  and  testing  of  laboratories  inspected  and 

18  tested  by  State  persomiel  or  by  organizations  designat- 

19  ed  by  the  Secretary  to  inspect  and  test  laboratories 

20  under  this  part. 

21  “(b)  The  Secretary  shall  provide  for  technical  assistance 

22  to  laboratories.  Such  assistance  shall  include  a program  of 

23  technical  consultations  and  technical  training  for  employees 

24  of  laboratories  which  have  deficiencies  documented  through 

25  evaluation  programs  such  as  proficiency  tests. 
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1 “(c)  The  Secretary  is  authorized  to  make  grants  to  and 

2 enter  into  contracts  with  public  and  nonprofit  private  entities 

3 for  projects  and  studies  respecting  clinical  laboratory  method- 

4 ology  and  utilization.  No  grant  may  be  made  or  contract  en- 

5 tered  into  under  this  subsection  unless  an  application  therefor 

6 has  been  submitted  to  and  approved  by  the  Secretary.  Such 

7 application  shall  be  submitted  in  such  form  and  contain  such 

8 information  as  the  Secretary  may  reasonably  require. 

9 “(d)  There  are  authorized  to  be  appropriated  for  the 

10  purposes  of  this  section  $10,000,000  for  the  fiscal  year 

11  ending  September  30,  1981,  $10,000,000  for  the  fiscal  year 

12  ending  September  30,  1982,  and  $10,000,000  for  the  fiscal 

13  year  ending  September  30,  1983. 

14  “annual  report 

15  “Sec.  378.  Not  later  than  January  1,  1981,  and  Janu- 

16  ary  1 of  each  succeeding  year  the  Secretary  shall  make  a 

17  report  to  the  Congress  (1)  respecting  the  accuracy  and  reli- 

18  ability  of  tests  and  procedures  performed  by  clinical  laborato- 

19  ries  during  the  preceding  fiscal  year,  and  (2)  evaluating  the 

20  effect  of  the  costs  and  pricing  of  clinical  laboratory  tests  and 

21  procedures  on  the  overall  cost  of  health  care  services  and  the 

22  relation  of  the  costs  of  such  tests  and  procedures  to  the  costs 

23  of  the  health  care  services  for  which  the  tests  and  procedures 

24  are  conducted. 
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1 “studies  respecting  requirements  for 

2 LABORATORIES  AND  LABORATORY  PERSONNEL 

3 “Sec.  379.  (a)  The  Secretary,  in  cooperation  with  ap- 

4 propriate  public  and  private  entities,  shall  conduct  studies  of 

5 (1)  existing  voluntary  certification  standards  and  State  licen- 

6 sure  laws  for  clinical  laboratory  supervisors,  technologists, 

7 and  technicians,  (2)  qualifications  of  entities  that  certify  such 

8 personnel  as  qualified  to  perform  laboratory  procedures  in 

9 clinical  laboratories  licensed  under  section  353  of  the  Public 
10  Health  Service  Act,  (3)  existing  and  proposed  public  and  pri- 
ll vate  mechanisms  to  determine  the  continued  competence  of 

12  such  personnel,  (4)  existing  laboratory  proficiency  testing 

13  methods  used  to  evaluate  the  performance  of  clinical  labora- 

14  tories,  and  (5)  the  relationship  of  requirements  for  such  per- 

15  sonnel  and  of  clinical  laboratory  proficiency  testing  require- 

16  ments  with  clinical  laboratory  performance. 

17  “(b)  The  studies  required  by  subsection  (a)  shall  in- 

18  elude — 

19  “(1)  an  assessment  of  the  need  for  certification  of 

20  such  personnel  pursuant  to  national  standards  and  for 

21  assurance  of  their  continued  competence; 

22  “(2)  development  of  national  standards  which  the 

23  Secretary  determines  should  be  used  as  guidelines  for 

24  entities  which  certify  such  laboratory  personnel  with 
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consideration  of  the  need  for  increased  geographic  and 
career  mobility  of  such  personnel; 

“(3)  a determination  of  the  numbers  of  technical 
laboratory  personnel  who  would  meet  standards  devel- 
oped by  the  Secretary  under  paragraph  (2)  and  a pro- 
jection of  the  numbers  of  such  personnel  in  the  calen- 
dar years  1982,  1986,  and  1990; 

“(4)  an  analysis  and  evaluation  of  the  effect  on 
the  costs  of  laboratory  tests  and  procedures  and  quality 
of  such  tests  and  procedures  of  a requirement  that  a 
laboratory  may  not  be  licensed  under  this  part  unless 
its  personnel  meet  standards  developed  by  the  Secre- 
tary under  paragraph  (2); 

“(5)  an  analysis  and  evaluation  of  the  problems 
encountered  by  rural  clinical  laboratories  in  recruiting 
qualified  personnel;  and 

“(6)  an  analysis  and  evaluation  of  the  perform- 
ance of  the  laboratories  located  in  the  office  of  a prac- 
titioner and  the  advisability  of  continuing  in  effect  the 
exemption  procedure  authorized  under  section 
372(d)(3)(A). 

“(c)  Within  three  years  of  the  date  of  the  enactment  of 
this  Act  the  Secretary  shall  submit  to  the  Congress  the  re- 
sults of  the  studies  conducted  pursuant  to  subsection  (a)  and 
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1 recommendations  for  legislation  which  the  Secretary  consid- 

2 ers  necessary. 

3 “beimbubsement  by  secbetaby 

4 “Sec.  379A.  (a)  The  Secretary  shall  reimburse  to  the 

5 Federal  Hospital  Insurance  Trust  Fund  and  the  Federal  Sup- 

6 plementary  Medical  Insurance  Trust  Fund  any  amount  ex- 

7 pended  from  such  funds  under  the  provisions  of  section  371 

8 or  under  an  agreement  entered  into  under  section  1864  of  the 

9 Social  Security  Act,  which  was  expended  with  respect  to  a 

10  clinical  laboratory  which  does  not  participate  in  the  program 

11  of  health  insurance  for  the  aged  and  disabled  under  title 

12  XV ILL  of  the  Social  Security  Act.”. 

13  (b)  Subpart  2 of  part  F of  title  HI  of  the  Public  Health 

14  Service  Act  is  repealed. 

15  BEPOET  ON  EXEMPTIONS 

16  Sec.  4.  The  Secretary  of  Health,  Education,  and  Wel- 

17  fare  shall  report  to  the  Congress  with  respect  to  such  labora- 

18  tones  as  may  he  exempt  from  the  requirements  of  standards 

19  established  pursuant  to  section  372  during  the  three-year 

20  period  beginning  on  the  date  national  standards  take  effect 

21  under  section  372  and,  on  the  basis  of  such  report,  make 

22  recommendations  (1)  as  to  whether  clinical  laboratories 

23  granted  exemptions  under  section  372  should  be  required,  as 

24  a condition  to  their  exemption,  to  have  laboratory  procedure 

25  manuals,  participate  in  laboratory  proficiency  testing  pro- 
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1 grams,  and  maintain  quality  control  programs  prescribed 

2 under  such  standards,  and  (2)  as  to  whether  such  section  372 

3 should  otherwise  be  revised.  Such  report  shall  be  submitted 

4 within  3 months  of  the  expiration  of  such  period. 

5 AMENDMENTS  EELATING  TO  CEBTIFICATION  OF  CLINICAL 

6 LABORATORIES 

7 Sec.  5.  (a)(1)  The  second  sentence  of  section  1861(s)  of 

8 the  Social  Security  Act  is  amended  to  read  as  follows:  “No 

9 diagnostic  test  performed  in  any  laboratory  shall  be  included 

10  in  paragraph  (3)  unless  such  laboratory  is  licensed  under  sec- 

11  tion  371  of  the  Public  Health  Service  Act,  or  if  the  licensing 

12  requirements  under  that  section  are  not  applicable,  meets 

13  such  conditions  relating  to  the  health  and  safety  of  individ- 

14  uals  with  respect  to  whom  such  tests  are  performed  as  the 

15  Secretary  may  find  necessary.”. 

16  (2)  Paragraphs  (12)  and  (13)  of  section  1861(s)  of  such 

17  Act  are  redesignated  as  paragraphs  (10)  and  (11), 

18  respectively. 

19  (3)  The  first  sentence  of  section  1864(a)  of  such  Act  is 

20  amended  by  striking  out  “the  requirements  of  paragraphs 

21  (10)  and  (11)  of  section  1861(s)”  and  inserting  in  lieu  thereof 

22  “the  requirements  of  section  1861(e)(9),  section  1861(j)(15), 

23  or  the  second  sentence  of  section  1861(s)”. 

24  (b)(1)  Section  1861(e)  of  such  Act  is  amended — 
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(A)  by  striking  out  “and”  after  the  semicolon  at 
the  end  of  paragraph  (8); 

(B)  by  redesignating  paragraph  (9)  as  paragraph 
(10);  and 

(C)  by  inserting  after  paragraph  (8)  the  following 
new  paragraph: 

“(9)  is  licensed  under  section  371  of  the  Public 
Health  Service  Act  with  respect  to  any  laboratory  (as 
defined  in  section  370  of  such  Act)  which  is  a part  of 
the  institution;  and”. 

(2)  Section  1861(j)(15)  of  such  Act  is  amended  by  insert- 
ing after  “physical  facilities  thereof”  the  following:  “(includ- 
ing a license  under  section  37 1 of  the  Public  Health  Service 
Act  with  respect  to  any  laboratory  (as  defined  in  section  370 
of  such  Act)  which  is  a part  of  the  institution)”. 

(3) (A)  Subparagraphs  (C)  and  (D)  of  section  1814(a)(2) 
of  such  Act  are  each  amended  by  striking  out  “and  (9)”  and 
inserting  in  lieu  thereof  “and  (10)”. 

(B)  Section  1861(f)(2)  of  such  Act  is  amended  by  strik- 
ing out  “(3)  through  (9)”  and  inserting  in  lieu  thereof  “(3) 
through  (10)”. 

(C)  Section  1861(g)(2)  of  such  Act  is  amended  by  strik- 
ing out  “(3)  through  (9)”  and  inserting  in  lieu  thereof  “(3) 
through  (10)”. 
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1 (4)(A)  Section  1865(a)(3)  of  the  Social  Security  Act  is 

2 amended  by  striking  out  “paragraph  (6)  thereof”  and  insert- 

3 ing  in  lieu  thereof  “paragraphs  (6)  and  (9)  thereof”. 

4 (B)  Section  1865(a)(4)  of  such  Act  is  amended  by  strik- 

5 ing  out  “paragraph  (9)  thereof”  and  inserting  in  lieu  thereof 

6 “paragraph  (10)  thereof”. 

7 (C)  The  third  sentence  of  section  1865(a)  of  such  Act  is 

8 amended  by  inserting  “(other  than  those  in  subsections  (e)(9) 

9 or  (j)(15)  thereof)”  after  “section  1861  (e),  (j),  or  (o),”. 

10  (c)  Section  1866(e)  of  such  Act  is  amended  by  inserting 

11  “,  independent  clinical  laboratory,”  after  “rehabilitation 

12  agency”. 

13  (d)  The  amendments  made  by  this  section  shall  become 

14  effective  three  years  after  the  date  of  the  enactment  of  this 

15  Act. 

16  PAYMENT  TO  PHYSICIANS  WITH  RESPECT  TO 

17  LABORATORY  TESTS 

18  Sec.  6.  (a)  Section  1842  of  the  Social  Security  Act  is 

19  amended  by  inserting  at  the  end  the  following  new  subsec- 

20  tion: 

21  “(h)  If  a physician’s  bill  or  request  for  payment  for  a 

22  physician’s  services  includes  a charge  to  a patient  for  a labo- 

23  ratory  test  for  which  payment  may  be  made  under  this  part, 

24  the  amount  payable  with  respect  to  the  test  shall  be  deter- 

25  mined  as  follows: 
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“(1)  If  the  bill  or  request  for  payment  indicates 
that  the  physician  who  submitted  the  bill  or  for  whose 
services  the  request  for  payment  was  made  personally 
performed  or  supervised  the  performance  of  the  test  or 
that  another  physician  with  whom  that  physician 
shares  his  practice  personally  performed  or  supervised 
the  test,  the  payment  shall  be  based  on  the  reasonable 
charge  for  the  test  (less  the  applicable  deductible  and 
coinsurance  amounts). 

“(2)  If  the  bill  or  request  for  payment  indicates 
that  the  test  was  performed  by  a laboratory,  identifies 
the  laboratory,  and  indicates  the  amount  the  laboratory 
charged  the  physician  who  submitted  the  bill  or  for 
whose  services  the  request  for  payment  was  made, 
payment  for  the  test  shall  be  based  on  the  lower  of — 
“(A)  the  laboratory’s  reasonable  charge  to 
individuals  enrolled  under  this  part  for  the  test,  or 
“(B)  the  amount  the  laboratory  charged  the 
physician  for  the  test, 

plus  a nominal  fee  (where  the  physician  bills  for  such  a 
service)  to  cover  the  physician’s  costs  in  collecting  and 
handling  the  sample  on  which  the  test  was  performed 
(less  the  applicable  deductible  and  coinsurance 
amounts). 
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“(3)  If  the  bill  or  request  for  payment  indicates 
the  test  was  performed  by  a laboratory  and  identifies 
the  performing  laboratory  but  does  not  include  the 
amount  charged  by  that  laboratory,  payment  shall  be 
the  lowest  charge  at  which  the  carrier  determines  the 
test  could  have  been  secured  by  a physician  from  a 
laboratory  serving  the  locality^  based  on  available  data 
including  charge  schedules  of  laboratory  prices  to  phy- 
sicians (less  the  applicable  deductible  and  coinsurance 
amounts). 

“(4)  If  the  bill  or  request  for  payment  (A)  does 
not  indicate  who  performed  the  test,  or  (B)  indicates 
that  the  test  was  performed  by  a laboratory  but  does 
not  identify  the  laboratory,  payment  may  not  be  made 
under  this  part.”. 

(b)  Section  1124(a)(1)  of  the  Social  Security  Act  is 
amended  by  inserting  before  the  period  at  the  end  the  follow- 
ing: “,  and  in  the  case  of  a disclosing  entity  which  is  an 
independent  clinical  laboratory,  furnish  such  information  and 
access  to  its  records  as  the  Secretary  may  require  to  deter- 
mine whether  and  in  what  amounts  the  laboratory  has 
charged  a physician  for  laboratory  services  performed  by  the 
laboratory”. 

(c)  The  amendments  made  by  this  section  shall  apply  to 
bills  submitted  and  requests  for  payment  made  on  or  after 
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1 such  date  (not  later  than  July  1,  1979)  as  the  Secretary  of 

2 Health,  Education,  and  Welfare  prescribes  by  a notice  pub- 

3 lished  in  the  Federal  Register. 

4 HOSPITAL-ASSOCIATED  PHYSICIANS 

5 Sec.  7.  (a)(1)  Section  1861(q)  of  the  Social  Security  Act 

6 is  amended  by  adding  “(1)”  after  “(q)”  and  by  adding  before 

7 the  period  at  the  end  thereof  the  following:  except  that  the 

8 term  does  not  include  any  service  that  a physician  may  per- 

9 form  as  an  educator,  an  executive,  or  a researcher;  or  any 
10  professional  patient  care  service  unless  the  service  (A)  is  per- 
il sonally  performed  by  or  personally  directed  by  a physician  for 

12  the  benefit  of  the  patient,  and  (B)  is  of  such  nature  that  its 

13  performance  by  a physician  is  appropriate.”. 

14  (2)  Section  1861(q)  is  amended  by  adding  the  following 

15  paragraph  at  the  end  thereof: 

16  “(2)  Pathology  services  shall  he  considered  ‘physicians’ 

17  services’  to  patients  only  where  the  physician  personally  per- 

18  forms  acts  or  makes  decisions  with  respect  to  a patient’s  di- 

19  agnosis  or  treatment  which  require  the  exercise  of  medical 

20  judgment.  These  include  operating  room  and  clinical  consul- 

21  tations,  the  required  interpretation  of  the  significance  of  any 

22  material  or  data  derived  from  a human  being,  the  aspiration 

23  or  removal  of  marrow  or  other  materials,  and  the  administra- 

24  tion  of  test  materials  or  isotopes.  Such  professional  services 

25  shall  not  include  professional  services  such  as  the  perform- 
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1 ance  of  autopsies,  and  services  performed  in  carrying  out  re- 

2 sponsibilities  for  supervision,  quality  control,  and  for  various 

3 other  aspects  of  a clinical  laboratory’s  operations  that  may 

4 appropriately  be  performed  by  nonphysician  personnel.”. 

5 (3)  Section  1861(b)  of  such  Act  is  amended — 

6 (A)  by  striking  out  “or”  at  the  end  of  paragraph 

7 (6), 

8 (B)  by  striking  out  the  period  at  the  end  of  para- 

9 graph  (7)  and  inserting  or”,  and 

10  (C)  by  adding  at  the  end  thereof  the  following 

1 1 paragraph: 

12  “(8)  a physician,  if  the  services  provided  are  not 

13  physicians’  services  (within  the  meaning  of  subsection 

14  (q)).”. 

15  (b)(1)  Section  1861(s)  of  the  Social  Security  Act  is 

16  amended  by  adding  at  the  end  thereof:  “The  term  ‘medical 

17  and  other  health  services’  shall  not  include  services  described 

18  in  paragraphs  (2)(A)  and  (3)  if  furnished  to  inpatients  of  a 

19  provider  of  services  unless  the  Secretary  finds  that,  because 

20  of  the  size  of  the  hospital  and  the  part-time  nature  of  the 

21  services  or  for  some  other  reason  acceptable  to  him,  it  would 

22  be  less  efficient  to  have  the  services  furnished  by  the  hospital 

23  (or  by  others  under  arrangement  with  them  made  by  the  hos- 

24  pital)  than  to  have  them  furnished  by  another  party.”. 
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(2)  Section  1842(b)(3)  of  such  Act  is  amended  by  adding 
at  the  end  thereof  the  following:  “The  charge  for  a physi- 
cian’s or  other  person’s  services  and  items  which  are  related 
to  the  income  or  receipts  of  a hospital  or  hospital  subdivision 
shall  not  be  considered  in  determining  his  customary  charge 
to  the  extent  that  the  charge  exceeds  an  amount  equal  to  the 
salary  which  would  reasonably  have  been  paid  for  the  service 
(together  with  any  additional  costs  that  would  have  been  in- 
curred by  the  hospital)  to  the  physician  performing  it  if  it  had 
been  performed  in  an  employment  relationship  with  the  hos- 
pital plus  the  cost  of  other  expenses  (including  a reasonable 
allowance  for  traveltime  and  other  reasonable  types  of  ex- 
pense related  to  any  differences  in  acceptable  methods  of  or- 
ganization for  the  provision  of  services)  incurred  by  the  phy- 
sician, as  the  Secretary  may  determine  to  be  appropriate.”. 

(c)  Section  1861(v)  of  the  Social  Security  Act  is  amend- 
ed by  adding  at  the  end  thereof  the  following  new  paragraph: 

“(8)(A)  Where  services  are  furnished  by  a physician 
under  an  arrangement  (including  an  arrangement  under 
which  the  physician  performing  the  services  is  compensated 
on  a basis  related  to  the  amount  of  the  income  or  receipts  of 
the  hospital  or  any  department  or  other  subdivision)  with  a 
hospital  or  medical  school,  the  amount  included  in  any  pay- 
ment to  the  hospital  under  this  title  as  the  reasonable  cost  of 
the  services  (as  furnished  under  the  arrangement)  shall  not 
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1 exceed  an  amount  equal  to  the  salary  which  would  reason- 

2 ably  have  been  paid  for  the  services  (together  with  any  addi- 

3 tional  costs  that  would  have  been  incurred  by  the  hospital)  to 

4 the  physician  performing  them  if  they  had  been  performed  in 

5 an  employment  relationship  with  the  hospital  (rather  than 

6 under  such  arrangement)  plus  the  cost  of  other  expenses  (in- 

7 eluding  a reasonable  allowance  for  traveltime  and  other  rea- 

8 sonable  types  of  expense  related  to  any  differences  in  accept- 

9 able  methods  of  organization  for  the  provision  of  the  services) 

10  incurred  by  the  physician,  as  the  Secretary  may  determine  to 

11  be  appropriate.”. 

12  (d)(1)  Section  1833(a)(1)(B)  of  the  Social  Security  Act  is 

13  amended  by  inserting  “(except  as  provided  in  subsection  (i))” 

14  immediately  after  “amounts  paid  shall”. 

15  (2)  Section  1833(b)(2)  of  such  Act  is  amended  by  insert- 

16  ing  “(except  as  otherwise  provided  in  subsection  (i))”  immedi- 

17  ately  after  “amount  paid  shall”. 

18  (3)  Section  1833  of  such  Act  is  amended  by  redesignat- 

19  ing  the  second  subsection  (g)  as  subsection  (h)  and  by  adding 

20  at  the  end  thereof  the  following: 

21  “(i)  The  provisions  of  subsection  (a)(1)(B)  and  clause  (2) 

22  of  the  first  sentence  of  subsection  (b)  shall  not  apply  to  any 

23  physician  unless  he  has  entered  into  an  agreement  with  the 

24  Secretary  under  which  he  agrees  to  be  compensated  for  all 
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1 such  services  on  the  basis  of  an  assignment  the  terms  of 

2 which  are  described  in  section  1842(b)(3)(B)(ii).”. 

3 (e)  The  amendments  made  by  this  section  shall,  except 

4 those  made  by  subsection  (d),  apply  to  services  furnished  in 

5 accounting  periods  of  the  hospital  which  begin  after  the 

6 month  following  the  month  of  enactment  of  this  Act.  The 

7 amendment  made  by  subsection  (d)  shall  become  effective  on 

8 July  1,  1979. 


45-450  0-79-8 
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Senator  Kennedy.  I have  had  a chance  to  review  the  administra- 
tion’s testimony  on  clinical  labs  before  the  hearing.  I believe  that 
some  valid  issues  are  raised  and  that  the  legislation  can  be  amend- 
ed to  accommodate  the  Administration’s  legitimate  concerns. 

Senator  Schweiker? 

Senator  Schweiker.  Thank  you,  Mr.  Chairman. 

I am  pleased  to  join  with  you,  Senator  Kennedy,  and  with  Sena- 
tor Javits  this  morning  for  our  hearing  on  three  vital  pieces  of 
legislation,  the  health  planning  amendments,  nurse  training,  and 
Clinical  Laboratories  Improvement  Act. 

The  Nurse  Training  Amendments  of  1979  would  continue  fund- 
ing for  both  nurse  training  programs  and  nursing  students.  I have 
some  concerns  about  the  President’s  veto  of  the  Nurse  Training 
Amendments  of  1978  and  the  administration’s  expressed  intent  to 
abolish  all  funding  for  nurse  training  programs  for  the  support  of 
nursing  students. 

Nursing  is  a vital  component  of  this  system.  It  has  an  expanding 
role  to  play  in  health  education,  disease  prevention,  and  health 
care.  Although  the  overall  supply  and  demand  for  nursing  may  be 
in  balance,  there  are  obvious  shortages  of  nurses  in  many  geo- 
graphical areas  and  certain  types  of  hospitals. 

In  addition,  numerous  developments  and  improvements  are 
needed  in  undergraduate  nurse  education  and  advanced  nurse 
training,  and  the  accomplishment  of  these  goals  will  require  Feder- 
al support. 

The  legislation  under  consideration  will  authorize  nurse  training 
programs  and  student  assistant  support  through  fiscal  year  1980. 
This  will  enable  the  Congress  to  consider  the  future  direction  of  all 
health  manpower  programs  at  one  time  as  new  health  profession- 
als educational  assistance  legislation  is  prepared  for  1981. 

Finally,  the  present  bill  includes  a request  of  the  National  Acad- 
emy of  Science  for  a study  of  nurse  training  that  will  help  clarify 
the  Nation’s  nursing  needs  as  well  as  the  best  methods  to  satisfy 
those  needs. 

The  health  planning  amendments  represent  a thorough  and  a 
bipartisan  effort  to  strengthen  the  health  planning  system’s  ability 
to  manage  it  resources.  This  bill  is  similar  to  the  one  which  passed 
the  Senate  last  year  with  two  modifications  regarding  certificate-of- 
need  requirements — bringing  HMO’s  on  an  equal  footing  with 
other  similar  organizations  and  including  physicians  office  equip- 
ment in  excess  of  $150,000  only  if  it  is  used  regularly  for  inpatients. 

I believe  these  changes  strengthen  the  amendments  and  will 
make  the  bill  more  widely  acceptable.  Building  upon  existing  law, 
the  planning  amendments  reinforce  the  role  of  the  State  in  control- 
ling the  planning  process  at  the  same  time  it  provides  for  congruity 
with  local  health  planning  decisions  by  tying  certificate-of-need 
decisions  to  the  health  plan. 

In  addition,  there  are  positive  incentives  in  the  bill  to  encourage 
hospitals  to  discontinue  unneeded  beds  or  services. 

I fully  support  the  bill’s  attempt  to  correct  some  of  the  glaring 
problems  with  the  current  system  while  augmenting  decisionmak- 
ing authority  at  the  local  level  where  it  can  be  given  an  opportuni- 
ty to  work. 
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Finally,  we  will  be  discussing  this  morning  the  Clinical  Labora- 
tory Improvement  Act  of  1979  introduced  by  Senator  Javits.  I 
understand  many  significant  changes  have  been  made  in  this 
year’s  version  of  the  bill  which  seek  to  integrate  the  proposed  new 
authority  with  laboratory  regulations  currently  in  place. 

I hope  those  who  testify  will  address  the  scope  and  regulatory 
nature  of  this  bill. 

Thank  you,  Mr.  Chairman. 

Senator  Kennedy.  Senator  Javits? 

Senator  Javits.  Thank  you  very  much,  Mr.  Chairman. 

Mr.  Chairman,  first  let  me  express  my  great  pleasure  with  re- 
spect to  the  position  of  Senator  Schweiker.  He  has  taken  a very 
strong  and  leading  position  with  respect  to  these  matters  and 
comes  very  well  equipped.  I must  say  I have  derived  great  satisfac- 
tion from  this  work  which  I knew  he  could  do. 

As  for  the  Health  Planning  Amendments  of  1979,  I think  my 
colleagues  fully  covered  those  in  their  views.  I would  like  to  point 
out  that  my  own  State  has  long  been  a pioneer  in  this  field.  It  has 
worked  out  extremely  well  for  us,  especially  in  the  certiflcate-of- 
need  aspects  of  the  law  which  enabled  us  to  close  down  many  beds 
which  proved  to  be  unnecessary,  or  to  divert  them  for  necessary 
use.  In  view  of  this  tremendous  inflation — or  double  rate  of  infla- 
tion— our  normal  standard  is  bad  enough.  But  it  seems  to  me  that 
this  becomes  a critical  element  of  the  national  health  plan  and  will 
greatly  assist  us  as  we  move  toward  universal  coverage. 

In  some  way,  we  may  differ  as  to  the  way  in  which  it  should  be 
done,  but  we  certainly  do  not  differ — even  with  private  enter- 
prise— in  the  fact  that  everyone  should  be  covered. 

I would  also  like  to  call  attention  to  that  section  of  the  bill  which 
deals  with  helping  improve  hospitals  in  order  to  meet  life  and 
safety  codes  and  necessary  accreditation  standards  such  as  those 
contained  in  this  bill. 

As  to  nurses  training,  Mr.  Chairman,  this  has  been  a long  stand- 
ing concern  and  care  of  mine.  My  interest  was  intensified  by  a 
marvelous  woman  named  Frances  Bolt,  herself  a nurse,  who  served 
with  me  in  the  House  and  was,  as  it  were,  the  prime  advocate  of 
the  nurses  corps. 

I think  Senator  Kennedy  was  extremely  accurate  in  saying  that 
the  statisticians  and  the  experts  tell  us  there  is  no  shortage,  and 
they  do  not  think  there  is  going  to  be;  yet  everybody  is  looking  for 
nurses  and  cannot  find  them.  Something  is  wrong  somewhere. 

Because  of  my  long  standing  interest  in  the  nursing  education  I 
introduced  this  1-year  carryover  bill  and  have  joined  my  colleagues 
in  trying  to  prevent  the  President’s  pocket  veto  from  detaining  the 
advancing  effort  to  supply  our  country  adequately  with  well 
trained  nurses. 

Finally,  regarding  the  Clinical  Laboratory  Improvement  Act  of 
1979,  this  committee  passed  the  1967  bill  which  had  a very  fine 
effect,  although  the  coverage  is  not  broad  enough.  It  covers  roughly 
1,000  laboratories  as  opposed  to  the  14,000  that  should  be  included. 

It  has  passed  the  Senate  on  a number  of  occasions.  It  has  had 
problems  with  the  House  because  of  both  scheduling  and  members 
delaying  it  for  ideological  reasons,  blocking  it  at  a time  when  the 
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session  was  expiring;  a few  determined  members  can  block  any- 
thing. 

Mr.  Chairman,  I hope  we  do  not  wait  until  some  horrendous 
outbreak  is  caused  by  faulty  analysis  in  these  laboratories  or  when 
they  are  hit  with  some  fantastic  scandal.  We  have  already  had 
kickback  scandals,  and  we  seem  to  be  just  waiting  for  the  bomb  to 
burst  in  this  matter. 

Also,  I think  the  provisions  with  respect  to  the  way  in  which 
pathologists  should  be  compensated  is  a very  intelligent  and  sound 
one.  It  deals  with  a very  deep  fault  in  the  system  in  which  the 
public  is  not  being  properly  used. 

Proliferation  of  testing  is  flagrant.  Great  dependence  is  now 
placed  on  testing  as  witnessed,  for  example,  by  advanced  tests 
which  are  favored  by  the  Blue  Cross/Blue  Shield. 

This  area  very  urgently  needs  correction.  I welcome  the  fact  that 
we  are  investigating  this  in  a detailed  way. 

I appreciate  the  critical  analysis,  and  it  will  give  us  a better  bill 
or  a better  way  to  deal  with  it. 

I welcome  our  witnesses  very  much.  I will  apply  myself  to  their 
views,  and  I am  very  pleased  that  all  my  colleagues  will,  and  I 
think  it  is  true  of  all  the  cosponsors.  On  this  bill,  there  were  eight 
other  Senators  including  myself,  Senator  Kennedy  and  Senator 
Williams,  the  chairman  of  our  committee,  and  Senators  Randolph 
and  Riegle,  all  members  of  this  committee,  and  other  Senators. 

So,  Mr.  Chairman,  I would  like  to  thank  you  very  much  for 
calling  this  hearing  so  early  in  the  session,  and  giving  us  all  an 
oppportunity  to  deal  with  these  three  very  critical  problems  in  our 
health  system.  I look  forward  to  being  able  to  act  upon  them  early 
so  that  we  do  not  get  delayed  at  the  end  of  the  session  when  almost 
anything  can  be  blocked. 

Thank  you  very  much. 

[The  prepared  statement  of  Senator  Javits  follows:] 

Prepared  Statement  of  Senator  Jacob  K.  Javits 

Mr.  Chairman,  I am  pleased  to  join  you  today  to  receive  testimony  from  the 
Administration  and  interested  organizations  on  the  Health  Planning  Amendments 
of  1979,  the  Nurse  Training  Act  of  1979,  and  the  Clinical  Laboratory  Improvement 
Act  of  1979. 


S.  544,  THE  HEALTH  PLANNING  AMENDMENTS  OF  1979 

S.  544,  the  Health  Planning  Amendments  of  1979,  is  a bill  which  extends  the 
provisions  of  the  Health  Planning  and  Resources  Development  Act  for  three  years 
and  makes  a number  of  changes  which  I believe  will  do  much  to  improve  the  health 
planning  process. 

My  own  State  of  New  York  has  long  been  a pioneer  and  leader  in  the  field  of 
health  planning.  New  York  enacted  the  first  certificate-of-need  law  in  1966;  that  law 
has  been  instrumental  in  keeping  the  growth  in  capital  expenditures  for  unneeded 
beds  and  facilities  to  a minimum.  Since  the  adoption  of  the  State’s  CON  law,  64,000 
beds  have  been  disapproved  in  the  CON  process.  The  estimated  savings  associated 
with  these  disapprovals  is  $2  billion  in  capital  costs,  one  million  more  each  year  in 
operating  expenses,  and  untold  millions  which  would  have  resulted  from  patient 
charges  for  unneeded  services. 

Savings  linked  to  planning  coupled  with  the  State’s  aggressive  hospital  cost  con- 
trol program  has  transformed  New  York  from  the  state  with  the  highest  rate  of 
inflation  for  hospital  services  to  a state  with  one  of  the  lowest  rates  of  inflation.  In 
1970,  the  inflation  rate  was  14.7;  by  1976,  this  rate  had  dropped  to  8.7  percent. 

Planning  efforts  in  New  York  State  have  also  led  to  the  closure  of  more  than 
6,000  unneeded  and  in  some  cases  substandard  beds  since  1975.  During  the  same 
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period,  more  than  1,000  acute  care  hospital  beds  have  been  converted  to  needed  and 
more  appropriate  use. 

In  summary,  the  New  York  experience  clearly  demonstrates  that  a strong  plan- 
ning system  can  effectively  curb  growth  in  services,  capital  expenditures,  and  over- 
all costs. 

With  respect  to  S.  544,  I believe  many  of  the  amendments  contained  therein  will 
serve  to  further  strengthen  the  planning  process.  Some  of  the  proposed  amendments 
would  accomplish  the  following: 

Assure  that  the  role  of  HEW  in  developing  national  guidelines  is  restricted  to 
offering  guidance  and  suggestions,  and  does  not  permit  mandating  the  outcome 
of  a local  planning  process. 

Strengthen  the  role  of  States’  Governors  in  the  planning  process. 

Assure  that  States’  certificate-of-need  decisions  are  made  consistent  with  the 
plans  developed  by  the  local  and  State  planning  agencies. 

Promote  increased  and  more  effective  participation  of  consumer  planning 
board  members  by  providing  technical  assistance  and  staff  resources  to  these 
members  as  well  as  providing  added  liability  protection  from  groundless  suits. 

Assure  that  state  certificate-of-need  programs  do  not  discriminate  against 
health  maintenance  organizations. 

Better  integrate  the  planning  processes  for  mental  health,  alcohol  and  drug 
abuse  programs  with  the  overall  health  planning  process. 

In  addition  to  these  important  amendments,  the  bill  also  contains  a provision 
which  provides  grants  to  States  to  support  the  voluntary  closure,  conversion  or 
merger  of  unneeded  services  and  facilities.  I am  particularly  interested  in  this 
provision  since  New  York  is  undertaking  many  initiatives  along  these  lines. 

I have  also  had  a long-standing  interest  in  Sec.  1625.  This  provision  permits  the 
Secretary  of  HEW  to  make  grants  to  public  general  hospitals  for  the  purpose  of 
making  physical  improvements  in  order  to  meet  life/safety  codes  and  accreditation 
standards.  While  I recognize  that  we  are  in  a period  of  contraction  in  the  area  of 
health  facilities,  I believe  it  is  imperative  to  recognize  the  important  role  that  public 
hospitals  play  in  our  health  care  system.  For  those  facilities  destined  to  remain 
open,  we  must  assure  that  such  facilities  are  safe  and  capable  of  providing  the 
highest  quality  of  health  services. 

S.  230,  THE  NURSE  TRAINING  AMENDMENTS  OF  1979 

The  question  of  whether  to  continue  federal  support  to  nurse  training  programs 
has  received  considerable  attention  in  the  Congress  in  recent  weeks.  Only  a short 
time  ago,  this  subcommittee  met  to  review  the  President’s  proposed  Fiscal  Year 
1980  health  budget.  During  that  hearing,  Administration  officials  and  representa- 
tives from  the  nursing  profession  offered  conflicting  views  on  the  need  for  the 
continuation  of  nurse  training  programs.  In  my  judgment,  data  presented  during 
that  hearing  failed  adequately  to  support  the  Administration’s  position  on  this  issue 
and  left  questions  such  as  the  following  unanswered: 

What  will  the  impact  be  on  the  nursing  schools  and  nursing  students  when  funds 
under  this  Act  are  suddenly  eliminated? 

In  the  absence  of  federal  support,  what  is  the  outlook  for  sustaining  the  gradua- 
tion of  adequately  trained  nurses? 

How  will  reductions  in  funds  for  institutional  support  and  student  assistance 
affect  minority  enrollment? 

With  respect  to  student  assistance  programs  available  through  the  Office  of 
Education,  are  sufficient  funds  available  in  these  programs  to  offset  the  demand 
which  will  certainly  occur  when  funds  under  the  Nurse  Training  Act  are  eliminat- 
ed? 

How  will  the  need  for  nurses  change  with  the  implementation  of  national  health 
insurance  or  increases  in  HMOs,  community  health  centers  and  other  forms  of 
ambulatory  care  centers? 

Thus  far,  the  Administration  has  been  unable  to  provide  the  Congress  with 
studies  or  other  evidence  which  answers  these  and  other  questions.  A study  conduct- 
ed by  the  Congressional  Budget  Office  in  May,  1978— perhaps  the  most  objective 
study  currently  available— found  the  following: 

“Assessments  of  the  adequacy  of  the  supply  of  nurses  depend  on  somewhat 
subjective  estimates  of  ‘need’  and  uncertain  predictions  of  the  number  of  nurses  in 
training  and  of  the  proportion  of  trained  nurses  that  practice  nursing.  Nevertheless, 
the  current  aggregate  supply  of  nurses  appears  adequate  and,  if  current  trends 
continue,  supply  should  exceed  or  roughly  equal  demand  in  the  future.” 

The  question  which  arises  in  connection  with  this  statement  is:  Can  current 
trends  continue  without  federal  support?  The  CBO  report  also  stated: 
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“*  * * current  trends  may  not  continue  and,  if  changes  in  demand  occur,  they 
will  alter  slightly  the  adequacy  of  the  supply  of  nurses  . . . Demand  for  nurses, 
particularly  in  ambulatory  care  settings,  may  increase  if  a comprehensive  national 
health  insurance  program  is  implemented  or  if  the  roles  of  nurses  are  expanded. 
The  geographic  distribution  of  nurses  remains  uneven  . . . The  impact  of  possible 
nurse  shortages  on  the  quality  of  health  care  is  uncertain,  but  in  shortage  areas, 
nurses  with  less  training  are  more  heavily  utilized  and  many  jobs  for  nurses  with 
more  advanced  training  remain  unfilled. 

“The  adequacy  of  the  supply  of  graduate  degree  nurses  is  very  uncertain,  but 
most  subjective  assessments  report  that  fewer  nurses  with  advanced  degrees  are 
available  than  are  desired.” 

It  is  my  hope  that  today’s  hearing  will  provide  us  with  new  information  which 
satisfactorily  resolves  these  issues. 

S.  590,  THE  CLINICAL  LABORATORY  IMPROVEMENT  ACT  OF  1979 

Mr.  Chairman,  the  Clinical  Laboratory  Improvement  Act,  of  which  I am  the 
author,  was  introduced  on  March  8 of  this  year,  co-sponsored  by  Senators  Kennedy, 
Williams,  Randolph,  Stafford,  Reigle,  Inouye,  Metzenbaum,  and  Bellmon.  This  bill 
has  twice  passed  the  Senate,  but  was  not  voted  upon  in  the  House  of  Representa- 
tives due  to  scheduling  delays. 

I first  became  committed  to  achieving  these  necessary  reforms  more  than  a 
decade  ago.  Since  then,  efforts  to  control  the  abuses  under  existing  authority  have 
been  ineffectual.  As  medical  science  becomes  more  dependent  on  lab  tests  for  both 
diagnosis  and  prevention,  the  need  for  this  measure  grows  even  greater. 

Laboratory  tests  are  basic  to  quality  of  care.  Yet  according  to  HEW  estimates, 
there  is  an  error  rate  of  8 to  25  percent  nationwide  for  clinical  laboratory  perform- 
ance, depending  upon  the  specialty  tested.  That  means  that  over  2 million — out  of 
12  million — laboratory  results  are  in  error  every  day,  resulting  in  a higher  rate  of 
unnecessary  hospitalization,  unneeded  surgery,  inappropriate  treatment,  undiscov- 
ered disease,  injury,  and  even  death. 

Yet,  a lack  of  administrative  commitment  and  direction  persists,  hampering  the 
effort  to  improve  laboratory  performance  in  the  field.  In  comparison  with  last  year’s 
bill,  which  passed  the  Senate  by  unanimous  consent,  this  bill  rationalizes  and 
simplifies  the  existing  patchwork  of  overlapping,  confusing,  and  incomplete  jurisdic- 
tional arrangements  without  creating  a new  Federal  bureaucracy.  Instead,  the 
program  is  carefully  integrated  into  the  existing  program  of  medicare  certification 
that  already  applies  to  a majority  of  large  laboratories  and  which  is  staffed  and 
administered  by  State  personnel  in  every  State.  States  would  be  fully  reimbursed 
for  their  enforcement  expenses  through  the  usual  medicare  agreements  with  the 
Secretary  of  Health,  Education,  and  Welfare. 

The  important  function  of  the  Center  for  Disease  Control  is  preserved  through  its 
responsibility  to  develop  the  national  standards,  to  provide  technical  assistance,  and 
to  monitor  the  adequacy  of  State  enforcement. 

Problems  of  fraud  and  abuse  in  laboratories  also  persist.  On  September  26,  1978, 
The  Wall  Street  Journal  carried  the  headline,  “Laboratory  Kickbacks  to  Doctors 
Persist  Despite  Federal  and  State  Investigations,”  and  called  the  problem  a “chronic 
ailment.” 

It  is  estimated  that  up  to  33%  of  laboratory  costs  in  some  parts  of  the  country  can 
be  attributed  to  fraud  and  inappropriate  cost.  The  Congressional  Budget  Office 
anticipates  that  this  bill  will  effect  a savings  of  10%  overall.  Thus  the  reforms  this 
bill  will  provide  will  save  taxpayers  and  the  government  substantial  amounts  of 
money. 

To  continue  to  tolerate  poor  laboratory  practices  and  abuses  is  unconscionable.  I 
believe  the  American  health  consumer  deserves  a higher  level  of  performance, 
which  I believe  would  be  assured  under  the  licensure  and  improvement  programs 
provided  in  this  bill  which  will  apply  to  the  major  clinical  laboratories  involved  in 
health  care  delivery. 

Senator  Schweiker.  Mr.  Chairman,  I have  here  a statement  by 
Senator  Hatch  for  inclusion  in  the  record. 

Senator  Kennedy.  It  will  be  included  in  the  record  at  this  point. 
[The  prepared  statement  of  Senator  Hatch  follows:] 
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Prepared  Statement  of  Senator  Orrin  G.  Hatch 
NURSE  TRAINING  ACT,  S.  230;  CLINICAL  LABS,  BILL,  S.  590;  AND  HEALTH  PLANNING  ACT,  S.  544 

When  Secretary  Califano  testified  before  this  Subcommittee  on  the  26th  of  Janu- 
ary, making  his  case  for  the  Administration’s  1980  health  budget,  he  said  at  least 
one  thing  with  which  I can  agree,  and  he  said  it  very  well.  He  said  that  any  ensuing 
budgetary  debate  in  which  we  on  this  committee  engage  ourselves,  is  not  a debate 
between  the  friends  of  better  health  care  on  the  one  hand,  and  its  enemies  on  the 
other.  That  is,  that  the  debate  about  specific  health  care  programs  and  this  Subcom- 
mittee’s budgetary  priorities  is  a debate  about  means,  not  ends. 

The  stated  and  most  immediate  object  of  the  Nurse  Training  Act  about  which 
testimony  will  be  heard  today,  for  example,  is  to  reverse  the  shortage  of  professional 
nurses  which  directly  compromises  the  quality  of  health  care  in  lower  income  areas 
and  in  the  smaller  states.  While  there  is  a debate  among  informed  and  reasonable 
people  over  whether  or  not  there  really  is  a national  shortage  of  nurses,  I believe 
that  everyone  can  at  least  agree  to  the  prevailing  mal-distribution  of  professional 
nurses  which  is  having  such  a painful  impact  on  states  like  my  own. 

I say  this  as  a prologue  to  some  questions  I have  about  the  legislation,  questions 
which  can  hopefully  be  answered  at  today’s  hearing.  For  example,  just  taking  this 
question  of  mal-distribution,  the  presently  re-written  bill  includes  a provision  which 
on  the  face  of  it  is  laudatory,  and  I am  specifically  referring  to  Section  201.  That  is, 
the  Secretary  will  be  permitted  to  raise  the  annual  limit  of  federally  insured  loans 
to  medical  students  if  the  Secretary  “determines  that  the  costs  of  education  at  such 
schools  requires  such  increases.” 

I would  like  to  know  what  factors  will  influence  the  Secretary’s  final  decision? 
Has  a formula  already  been  determined,  or  will  he  be  using  a pre-existing  means  of 
allocating  increases?  In  order  to  assure  that  money  is  better  distributed,  since  we  all 
agree  to  the  current  funding  inequity,  does  this  mean  that  the  Secretary  will  also  be 
subtracting  from  the  loan  grants  to  institutions  which  are  already  receiving  too 
much  of  a federal  allotment? 

These  are  just  preliminary  questions  I hope  we  will  all  keep  in  mind  against  the 
backdrop  of  today’s  hearing.  These  and  others  I ask,  and  respectfully  solicit  the 
support  of  our  chairman,  Senator  Kennedy;  Senator  Schweiker;  and  my  other 
distinguished  colleagues  in  assuring  that  there  are  none  of  the  proverbial  “open 
ends”  to  this  legislation  before  it  or  any  other  bill  subject  to  today’s  hearings  are 
reported  to  the  full  Committee. 

QUESTIONS  CONCERNING  THE  NURSE  TRAINING  ACT  (S.  230)  AND  S.  544 

(1)  Would  you  please  explain  how  the  “financial  distress  grants”  provided  in 
Section  205  of  the  bill  will  work?  That  is,  what  criteria  would  be  used  to  determine 
whether  individual  institutions  do  or  do  not  deserve  such  “grants,”  and  how  do  you 
envision  its  impact  on  those  predominantly  black  medical  schools  which  are  cur- 
rently facing  serious  financial  troubles? 

(Background  note— Sec.  205  provides  for  the  Secretary-HEW  to  give  so-called 
distress  grants  to  medical  schools  facing  serious  trouble  or  shutdown,  however,  the 
section  is  ambiguous  about  how  these  grants  will  be  given,  how  much,  what  limits 
on  them  if  any,  or  any  other  instructions  re:  guidelines.) 

(2)  How  much  money  would  Section  203  save  us?  That  is,  I am  assuming  that  by 
eliminating  the  mandatory  participation  of  every  medical  and  osteopathic  school  in 
some  kind  of  practitioner-training  program,  that  money  will  be  saved  without 
jeopardizing  the  desired  total  result  of  practitioner-training  nationally?  Am  I correct 
in  believing  this? 

(Background  note. — Sec.  203  changes  the  existing  public  health  service  act  so 
that  if  one  school  in  a designated  geographic  area  provides  for  a medical  or  osteo- 
pathic training  program,  every  other  school  in  that  area  will  no  longer  be  forced  to 
run  the  identical  program.  By  pooling  resources,  it  appears  that  this  would  be  a 
substantial  cost  saving.  The  purpose  of  the  above  question  is  really  to  get  this  on  the 
record.) 

(3)  Concerning  the  study  proposed  in  section  112  of  the  bill,  what  happens  if  the 
Institute  of  Medicine  turns  down  the  bill’s  proposal  for  a study  on  nursing  short- 
ages? That  is,  who  specifically  would  HEW  turn  towards  conducting  the  study?  Is 
there  a copy  of  a study  model  available,  an  outline  of  what  questions  will  be  asked? 
I ask  all  of  this  in  order  to  assure  that  such  a study  will  be  optimally  verifiable,  and 
so  lend  itself  to  greater  public  credibility  once  its  results  are  issued.  Can  you 
comment  on  this? 
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Senator  Kennedy.  We  welcome  an  old  friend,  Julie  Richmond, 
who  is  the  Assistant  Secretary  for  Health  and  the  Surgeon  General 
of  the  United  States,  and  your  distinguished  colleagues. 

We  will  hear  from  the  Surgeon  General  and  the  Assistant  Secre- 
tary. I would  ask  him  to  summarize  it,  if  he  would,  and  then  we 
will  hear  the  testimony  on  the  nurse  training  legislation  and  final- 
ly on  clinical  labs. 

Senator  Javits  has  other  important  meetings  and  wants  to  be 
here  during  the  testimony  of  those  particular  witnesses,  and  then 
we  will  come  back  to  the  planning  panel  as  our  final  group  of 
witnesses. 

So  we  welcome  you,  Dr.  Richmond,  and  your  associates. 

STATEMENT  OF  JULIUS  B.  RICHMOND,  M.D.,  ASSISTANT  SECRE- 
TARY FOR  HEALTH  AND  SURGEON  GENERAL,  ACCOMPANIED 
BY  HENRY  FOLEY,  PH.  D.,  ADMINISTRATOR,  HEALTH  RE- 
SOURCES ADMINISTRATION;  MARTIN  BAUM,  PH.  D.,  SPECIAL 
ASSISTANT  TO  THE  DEPUTY  ASSISTANT  SECRETARY  FOR 
HEALTH  (PLANNING  AND  EVALUATION);  EDWARD  KELLY, 
DEPUTY  DIRECTOR,  BUREAU  OF  HEALTH  STANDARDS  AND 
QUALITY,  HEALTH  CARE  FINANCING  ADMINISTRATION; 
CAROL  EMMOTT,  PH.  D.,  SPECIAL  ASSISTANT,  OFFICE  OF 
THE  DEPUTY  ASSISTANT  SECRETARY  FOR  LEGISLATION 
(HEALTH) 

Dr.  Richmond.  Thank  you  very  much,  Mr.  Chairman.  It  is  a real 
pleasure  to,  again,  appear  before  the  members  of  this  subcommit- 
tee and  before  you.  Before  getting  into  the  testimony,  I would  like 
to  express  our  appreciation  for  the  deep  understanding  and  com- 
mitment which  the  members  of  the  committee,  both  majority  and 
minority,  have  for  the  issues  which  we  are  discussing  today  and  the 
wise  counsel  which  they  have  given  to  members  of  the  Public 
Health  Service  as  we  have  worked  on  these  issues. 

I think  the  introductory  comments  of  the  member  of  this  sub- 
committee are  reflections  of  the  considerable  knowledge  and  skill 
that  the  members  have  in  these  areas. 

The  health  planning  and  nurse  training  authorities  are  adminis- 
tered in  the  Health  Resources  Administration  of  the  Public  Health 
Service,  and  accordingly,  I am  accompanied  by  Dr.  Henry  Foley, 
the  Administrator  of  the  Health  Resources  Administration,  on  my 
right. 

The  clinical  laboratory  program  is  cooperatively  administered  by 
the  Public  Health  Service  and  the  Health  Care  Financing  Adminis- 
tration. Dr.  Martin  Baum  of  the  Public  Health  Service  Clinical 
Laboratory  Task  Force  and  Mr.  Edward  Kelly,  the  Deputy  Director 
of  the  Health  Standards  and  Quality  Bureau  will  be  able  to  re- 
spond to  any  question  you  may  have  in  these  areas,  and  I am  also 
accompanied  by  Dr.  Carol  Emmott  of  our  legislative  staff. 

I will  endeavor,  as  you  suggested,  Mr.  Chairman,  in  the  light  of 
the  heavy  schedule  that  you  have  for  this  morning’s  session,  to  be 
as  brief  as  I possibly  can. 

For  the  first  time  in  the  area  of  planning,  the  Nation  has  a 
process  that  is  well  on  its  way  to  addressing  critical  health  system 
deficiencies  such  as  the  inflationary  costs  of  health  care,  which 
have  already  been  commented  on,  the  unequal  access  to  health 
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care,  particularly  for  minorities  and  the  disadvantaged,  the  maldis- 
tribution of  health  care  facilities  and  manpower,  the  lack  of  con- 
sumer participation  in  the  decisionmaking  process  and  fragmenta- 
tion that  separates  local,  State,  and  Federal  activities  in  both  the 
public  and  private  sectors. 

We  have  only  just  begun  to  realize  the  potentialities  of  this 
program,  and  I would  emphasize,  Mr.  Chairman,  that  those  critics 
of  the  program  who  expect  instant  successes  are  often  unaware  of 
the  tremendous  complexity  of  this  process  of  health  planning.  And 
I think  it  is  also  important  to  note  that  as  a Nation  we  are  still 
relatively  early  in  this  process,  but  as  Dr.  Foley  and  members  of 
your  subcommittee  have  already  indicated,  there  have  been  signifi- 
cant achievements. 

I will  submit  a summary  of  significant  program  accomplishments 
for  the  record.  Briefly,  I would  like  to  highlight  our  proposals  and 
provide  brief  remarks  on  your  legislation. 

Among  provisions  in  our  proposed  legislation,  we  aim  at  the 
following.  First,  cost  restraint.  A number  of  our  proposed  revisions 
in  the  planning  legislation,  in  addition  to  hospital  cost  containment 
and  forthcoming  proposed  capital  limit  suggestions,  will  be  aimed 
at  restraining  the  inflationary  increases  in  health  care  costs. 

Our  bill  will  authorize  a 3-year  demonstration  grant  to  promote 
the  closure,  conversion  or  decertification  of  unneeded  hospital  serv- 
ices and  beds.  Our  proposed  authorization  of  appropriations  will  be 
$30  million  for  fiscal  year  1980  and  such  sums  as  may  be  necessary 
for  the  following  2 fiscal  years.  This  closure  and  conversion  pro- 
gram will  provide  financial  incentives  and  technical  assistance  to 
hospitals  to  discontinue  inpatient  hospital  services  or  to  convert 
them  to  fill  local  unmet  needs. 

We  would  also  propose  to  strengthen  the  health  planning  pro- 
gram’s ability  to  influence  the  health  care  system.  We  will  again 
propose  to  close  a loophole  in  the  State  certificate-of-need  program. 
Having  learned  from  the  well  publicized  CAT  scanner  experience, 
we  believe  it  is  important  to  cover  all  acquisitions  of  costly  medical 
equipment,  under  certificate-of-need,  no  matter  where  the  equip- 
ment is  to  be  located. 

The  widespread  development  of  health  maintenance  organiza- 
tions is  one  way  of  controlling  the  rate  of  inflation  in  health  care 
costs.  Our  proposal  would  require  State  and  local  planning  agencies 
to  apply  the  same  criteria  to  health  maintenance  organizations  as 
are  applied  to  other  health  entities  but  would  authorize  the  depart- 
ment to  establish  other  criteria,  if  necessary,  to  enhance  HMO 
development. 

Second,  concerning  State  role,  our  bill  will  propose  several 
changes  designed  to  enhance  and  strengthen  the  role  of  States  and 
Governors  in  the  implementation  and  operation  of  the  health  plan- 
ning program.  To  give  the  State  health  plan  greater  visibility, 
sanction  and  public  support,  our  bill  will  allow  the  Governor  to 
approve  or  modify  that  plan  after  it  has  been  developed  and  re- 
vised by  the  SHPDA  and  the  SHCC. 

In  addition,  our  bill  would  require  that  certificate-of-need  deci- 
sions be  consistent  with  the  State  health  plan.  It  would  also  permit 
the  Governor  to  appoint  the  chairperson  of  the  State  health  coordi- 
nating council.  Also,  we  will  propose  that  a Governor  be  given 


116 


greater  latitude  in  requesting  redesignation  of  existing  health  serv- 
ice areas  within  the  State.  Our  bill  will  also  permit  changing  the 
boundary  of  the  health  service  area  if  another  boundary  would  be 
more  suitable  for  planning  purposes. 

Concerning  program  effectiveness,  we  will  also  propose  a number 
of  changes  intended  to  enhance  the  effectiveness  of  the  program 
and  the  performance  of  State  and  local  health  planning  agencies. 
Our  bill,  will  provide  for  the  review  and  revision  of  health  systems 
plans  and  State  health  plans  every  3 years.  Our  bill  will  also 
propose  greater  flexibility  in  funding  health  systems  agencies  by 
replacing  the  current  per  capita  and  minimum  grant  funding 
mechanisms  with  discretion  for  the  Secretary  to  set  funding  levels. 
This  authority  is  necessary,  we  believe,  to  permit  a phase-in  fund- 
ing and  to  encourage  innovative  advances  in  local  planning.  The 
related  change  we  are  proposing  would  permit  returning  to  condi- 
tional status,  for  not  more  than  24  months,  any  fully  designated 
HSA  or  SHPDA  if  it  failed  to  continue  to  meet  all  the  applicable 
requirements  for  full  designation  or  poorly  performed  its  mandated 
function. 

In  addition  to  these  proposed  changes,  there  will  be  several  other 
major  changes  in  our  bill.  We  will,  again,  propose  to  expand  the 
authority  of  a public  regional  planning  body  or  unit  of  general 
purpose  local  government  that  also  serves  as  an  HSA. 

We  also  propose  two  significant  changes  regarding  Federal  sanc- 
tions with  respect  to  inadequate  State  planning  programs.  By  this 
summer,  most  SHPDA’s  will  have  reached  the  limit  on  their  condi- 
tional designation  with,  I am  disappointed  to  say,  few  State  certifi- 
cate-of-need  programs  being  in  place.  The  Secretary  recognizes  that 
there  might  be  circumstances  in  which  the  certificate-of-need  pro- 
gram would  be  delayed  despite  reasonable  efforts.  Therefore,  we 
will  propose  discretion  to  extend  the  conditional  status  of  SHPDA’s 
beyond  36  months  if  it  is  determined  that  both  the  agency  and  the 
State  are  making  a good-faith  effort  toward  enacting  an  acceptable 
certificate-of-need  program. 

The  law  further  requires  that,  if  a State  does  not  have  a.  fully 
designated  SHPDA  by  September  30,  1980,  the  Secretary  must 
withhold  assistance  under  the  Public  Health  Service  Act  and  relat- 
ed laws.  Our  experience  with  other  programs  has  shown  that  such 
a severe  penalty  is  not  practicable.  We  propose,  as  a more  appropri- 
ate penalty,  the  reduction  of  the  State’s  formula  grant  under  the 
Public  Health  Service  Act  by  25  percent  during  the  first  year  of 
violation,  50  percent  during  the  second  year,  75  percent  during  the 
third  year,  and  100  percent  during  the  fourth  year  of  violation. 

Finally,  we  would  not  seek  extension  of  the  facilities  construction 
authority.  We  feel  they  are  counterproductive  to  our  goal  of  hold- 
ing down  capital  expenditures.  At  a time  when  the  bulk  of  the 
evidence  clearly  points  to  an  excess  capacity  of  130,000  beds  and 
where  future  investments  should  decline,  it  makes  little  sense  for 
the  Federal  Government  to  be  subsidizing  future  growth.  National- 
ly, however,  we  will  administer  the  continuing  responsibilities  of 
institutions  which  have  received  support  under  title  16  such  as  the 
uncompensated  care,  community  service,  and  postconstruction 
loan-monitoring  activity. 
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If  I may,  Mr.  Chairman,  I would  like  to  briefly  comment  on  a few 
of  the  major  provisions  in  your  bill,  S.  544.  In  many  instances,  we 
support  your  revisions  for  the  planning  program  and  are  introduc- 
ing similar  amendments  of  our  own,  as  I have  already  discussed. 

Specifically,  we  would  agree  with  expanding  the  authority  of  the 
governing  board  in  a public  health  systems  agency,  easing  redesig- 
nation requirements  especially  for  interstate  HSA’s,  returning 
fully  designated  HSA’s  and  SHPDA’s  to  conditional  status  if  they 
fail  to  perform  satisfactorily,  permitting  more  involvement  by  Gov- 
ernors in  the  State  health  plan,  easing  the  requirement  that  the 
Secretary  withhold  funds  on  September  30,  1980,  from  States  with 
no  satisfactory  certificate-of-need  program,  and  requiring  coordina- 
tion between  planning  agencies  and  other  cost  containment  entities 
within  the  State,  especially  rate-review  commissions. 

However,  in  some  cases,  we  will  be  proposing  a different  ap- 
proach. S.  544  requires  that  State  alcohol  abuse,  drug  abuse,  and 
mental  health  agencies  prepare  those  portions  of  the  State  health 
plan.  While  we  appreciate  the  role  of  those  agencies,  we  also  feel 
that  the  Governor  of  each  State  should  have  the  discretion  to 
decide  where  those  responsibilities  should  be  placed. 

S.  544  maintains  authorizations  for  a number  of  health  facilities, 
construction  activities,  and  developmental  funds.  We  feel  that 
these  authorities  are  counterproductive  to  our  goal  of  holding  down 
capital  expenditures.  The  Nation  needs  to  reduce,  not  increase, 
hospital  capacity. 

In  addition,  we  would  urge,  as  we  did  last  year,  that  certificate- 
of-need  cover  all  acquisition  for  expensive  medical  equipment  no 
matter  where  it  is  to  be  located. 

And  finally,  we  believe  that  the  $1.7  billion,  3-year  authorization 
in  S.  544  is  excessive  in  the  fight  of  the  President’s  commitment  to 
holding  down  Federal  spending. 

I would  now  shift,  Mr.  Chairman,  to  discuss  with  you  the  pro- 
posed legislation  to  extend  Federal  nurse  training  authorities 
through  the  fiscal  year  1980.  For  the  past  22  years,  the  Federal 
Government  has  provided  substantial  support  for  nursing  educa- 
tion. 

From  1956  through  1978,  about  $1.5  billion  has  been  awarded  for 
student  traineeships,  loans  and  scholarships,  for  construction  and 
basic  support  for  nursing  education  programs  and  for  projects  to 
improve  nursing  education  and  recruitment. 

With  the  help  of  this  Federal  support,  there  has  been  a marked 
increase  in  the  supply  of  nurses  in  recent  years.  Graduations  from 
nursing  education  programs  have  more  than  doubled  since  the 
enactment  of  the  Nurse  Training  Act  of  1964. 

In  addition,  an  increased  proportion  of  the  nurse  population  is 
actively  employed  in  nursing  today.  Through  actions  of  the  private, 
State  and  local  governmental  sectors,  combined  with  higher  Feder- 
al assistance,  we  have  put  in  place  the  capacity  to  produce  an 
adequate  supply  of  nurses  to  meet  future  needs. 

The  recent  Congressional  Budget  Office  and  our  departmental 
analyses  of  nursing  supply  and  demand  have  concluded  that  the 
supply  of  nurses  through  1990  and  through  1985  respectively  is 
likely  to  be  sufficient  to  meet  the  demands  resulting  from  probable 
changes  in  the  health  care  system. 


118 


Mr.  Chairman,  the  administration’s  nurse  training  bill  for  1980 
supports  a targeted  approach  to  Federal  assistance  for  nurse  train- 
ing. This  approach  recognizes  an  aggregate  supply  of  nurses  and 
focuses  Federal  resources  on  problems  of  geographic  shortages. 

This  bill  also  assures  that  nursing  students  will  be  eligible  for 
financial  assistance  on  the  same  basis  as  other  health  professional 
students.  The  draft  bill  would  also  authorize  appropriations  of 
$1,743  million  for  fiscal  year  1980  for  special  projects,  including 
projects  to  improve  the  geographic  distribution  of  nurses,  to  in- 
crease the  representation  of  individuals  with  disadvantaged  back- 
grounds in  the  nursing  profession,  to  develop  innovative  nursing 
techniques,  emphasizing  primary  care  and  prevention,  to  enhance 
clinical  skills,  to  provide  continuing  educational  opportunities  and 
to  provide  some  advanced  nurse  training. 

The  administration  bill  would  authorize  appropriations  of  $13 
million  for  fiscal  year  1980  for  the  training  of  nurse  practitioners 
who  are  currently  in  short  supply. 

These  professionals  are  trained  to  provide  primary  care  and  pre- 
ventive care,  practicing  either  in  complementary  or  under  certain 
conditions  substitute  roles  for  physicians. 

Nurse  practitioners  have  proven  to  be  a cost-effective  means  of 
increasing  the  availability  of  primary  care  services,  especially  to 
underserved  areas  where  they  often  locate. 

The  administration’s  bill  would  also  expand  student  assistance 
opportunities  for  nursing  students.  The  bill  would  eliminate  the  10- 
percent  limit  on  National  Health  Service  Corps  scholarship  support 
available  to  health  care  practitioners  other  than  physicians  and 
dentists. 

This  program  offers  scholarships  with  a definite  service  commit- 
ment and  has  proven  to  be  the  most  effective  means  available  for 
attracting  health  professionals  to  underserved  areas. 

In  addition,  the  bill  would  broaden  the  health  education  assist- 
ance loan  authority  to  include  nurses  in  graduate  programs  and 
would  repeal  a restriction  on  the  eligibility  of  nursing  students  for 
national  direct  student  loans. 

Mr.  Chairman,  due  to  the  adequacy  of  current  and  projected 
nursing  resources,  the  limited  impact  of  Federal  assistance  on  in- 
creasing the  overall  supply  of  nurses,  the  inability  of  increased 
aggregate  supply  to  meet  the  problems  of  maldistribution  and  the 
President’s  desire  to  scrutinize  Federal  expenditures  of  marginal 
effectiveness  in  his  efforts  to  control  unnecessary  expansion  of  the 
Federal  budget,  investment  in  the  acceleration  of  the  output  of 
professional  nurses  no  longer  competes  favorably,  it  seems  to  us, 
with  more  pressing  health  priorities. 

The  administration  currently  is  conducting  a major  review  of  its 
support  for  health  professions  training  with  the  aim  of  developing 
a new  legislative  proposal  covering  various  HEW  programs  affect- 
ing health  manpower  training  for  fiscal  years  1981  and  beyond 
which  address  the  problems  particularly  of  geographic  and  special- 
ty distribution. 

Mr.  Chairman,  the  administration’s  manpower  proposal  will  take 
account  of  the  key  part  played  by  nurses  in  the  provision  of  health 
care  in  our  society.  Nevertheless,  we  believe  it  is  essential  to  use 
the  necessary  extension  of  nurse  training  authority  to  make  mid- 
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course  corrections  in.the  evolution  of  an  appropriate  Federal  role 
in  nursing  education. 

Congressional  consideration  of  the  comprehensive  health  man- 
power amendments  may  not  be  concluded  until  the  end  of  this 
Congress.  The  need  for  a redirection  of  Federal  nursing  programs 
as  well  as  the  current  economic  climate  and  the  shared  executive 
and  congressional  resolve  to  decrease  the  Federal  deficit  lead  us  to 
urge  the  Congress  to  enact  the  administration’s  legislative  propos- 
als to  provide  focus  to  our  nurse  training  activities. 

Now,  Mr.  Chairman,  to  shift  to  present  our  views  on  S.  590,  the 
Clinical  Laboratory  Improvement  Act  of  1979,  and  to  report  on  the 
activities  of  the  Department  with  respect  to  the  regulation  and 
improvement  of  clinical  laboratories. 

Let  me  assure  you  that  the  administration  shares  your  concerns 
about  the  need  for  quality,  the  prevention  of  fraud  and  abuse  in 
the  reimbursement  of  these  services,  and  the  containment  of  costs 
of  clinical  laboratory  and  other  health  services. 

The  Department  has  already  initiated  steps  to  accomplish  these 
objectives  under  current  authority.  We  believe  that  S.  590  with  the 
changes  that  we  are  recommending  will  permit  us  to  continue  the 
progress  made  and  to  achieve  our  mutual  goals. 

Even  before  the  introduction  of  this  clinical  laboratory  legisla- 
tion the  Department  attempted  to  correct  many  of  the  problems 
addressed  by  the  bill,  and  for  the  past  2 years,  resolution  of  pro- 
gram differences  has  been  a top  priority  of  the  Department. 

Working  closely  with  the  Administrator  of  the  Health  Care  Fi- 
nancing Administration  under  current  authorities  in  the  Social 
Security  and  Public  Health  Service  Acts,  we  have  made  consider- 
able progress  despite  some  impediments  in  improving  the  uniform- 
ity and  effectiveness  of  our  laboratory  activity. 

For  example,  the  interagency  agreement  on  the  regulation  and 
improvement  of  clinical  laboratories  that  was  consummated  in 
1975  has  been  updated  and  improved.  Since  January  1978,  under 
the  agreement,  HCFA  has  been  responsible  for  administering  the 
regulatory  functions  of  both  the  medicare  and  the  CLIA  programs 
through  the  medicare  provider  certification  system  using  State 
agencies. 

The  Public  Health  Service  is  responsible  for  the  development  and 
promulgation  of  the  scientific  and  technical  standards  including 
personnel  requirements  for  all  clinical  laboratories  covered  by  the 
CLIA  and  medicare  programs. 

The  Public  Health  Service,  through  the  Center  for  Disease  Con- 
trol, will  also  monitor  the  performance  of  the  State  regulatory 
programs  and  the  several  accrediting  and  approval  organizations  in 
the  application  of  these  standards. 

In  addition,  the  Department  is  also  taking  steps  to  reduce  the 
overlap  in  inspections  between  the  regulatory  program  for  clinical 
laboratories  and  the  regulatory  program  for  blood  establishments. 

Another  example  of  departmental  coordination  is  our  task  'force 
on  clinical  laboratories  which  was  established  in  December  1977. 
The  task  force  which  is  comprised  of  those  representatives  of  those 
public  health  service  agencies  whose  programs  impact  on  clinical 
laboratories  and  representatives  from  HCFA  provides  a depart- 


120 


mental  forum  for  the  identification,  exploration  and  resolution  of 
problems  and  issues  pertaining  to  clinical  laboratories. 

As  you  know,  assuring  quality  through  standards  is  a primary 
objective  of  the  Department’s  clinical  laboratory  program.  In  the 
past,  however,  there  have  been  differences  in  the  content  of  the 
standards  and  the  manner  in  which  these  requirements  have  been 
applied  by  the  regulatory  agencies. 

The  Department  has  been  working  for  some  time  to  eliminate 
these  differences  and  to  adopt  standards  that  can  be  applied  uni- 
formly to  all  federally  regulated  clinical  laboratories. 

We  believe  that  all  these  actions  will  accomplish  the  objectives  of 
a well  coordinated  and  uniform  regulatory  program  for  clinical 
laboratories. 

We  support  the  basic  objectives  of  S.  590  to  create  a coordinated 
authority  for  the  Department’s  clinical  laboratory  programs,  to 
establish  uniform  standards  for  all  clinical  laboratories  subject  to 
Federal  regulations,  to  eliminate  duplication  in  the  administration 
of  the  program,  and  to  provide  additional  authority  to  deal  with 
cases  of  fraud  and  abuse. 

Administration  support,  however,  is  contingent  on  certain 
changes  affecting  the  scope  and  funding  levels  of  the  bill.  As  you 
know,  we  supported  similar  legislation  in  the  last  Congress. 

The  administration’s  position,  to  some  extent,  has  changed  be- 
cause of  the  success  of  our  administrative  actions  in  bringing  about 
greater  coordination  and  uniformity  within  the  clinical  laboratory 
program  as  well  as  our  desire  to  keep  unnecessary  Federal  spend- 
ing and  Federal  regulations  in  check. 

We  support  the  bill’s  concept  of  licensure  that  would  allow  us  not 
only  to  stop  medicare  reimbursement  to  clinical  laboratories  deter- 
mined to  be  of  poor  quality,  but  to  close  down  such  laboratories  so 
that  anyone  using  them  would  be  protected. 

This  extension  of  authority  closes  a potentially  dangerous  loop- 
hole in  current  law  which  permits  negligent  laboratories  previously 
licensed  under  CLIA  1967  or  certified  by  medicare  to  continue  to 
provide  services  despite  regulatory  action  which  either  prohibits 
operation  in  interstate  commerce  or  participation  in  medicare. 

The  bill,  however,  would  expand  Federal  jurisdiction  and  author- 
ity to  cover  all  State  and  local  government  owned  and  operated 
laboratories.  In  general,  the  Department  resists  the  imposition  of 
requirements  on  State  and  local  institutions  unless  the  need  is  very 
clearly  indicated. 

We  do  not  believe  the  extension  of  Federal  authority  to  the 
approximately  500  laboratories  which  do  not  already  participate  in 
medicare  is  warranted.  Furthermore,  such  laboratories  are  directly 
accountable  to  the  public  via  the  normal  governmental  authorizing 
and  budgeting  processes. 

S.  590  allows  the  Secretary  the  latitude  to  exempt  physicians  and 
other  health  practitioners  in  group  practicies  of  less  than  six  who 
perform  routine  tests  or  procedures  only  for  their  own  patients. 

We  believe  that  this  latitude  should  be  extended  to  include  group 
practices  of  six  or  more  and  to  offices  where  the  practitioners  do 
not  perform  the  tests  themselves. 

The  scope  and  nature  of  deficiencies  in  this  area  are  not  as  yet 
sufficiently  known.  For  this  reason,  we  would  prefer  that  this 
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legislation  provide  for  a study  of  all  practitioners  offices  as  pro- 
posed in  the  House  bill  as  reported  in  the  last  Congress. 

With  the  authority  granted  by  such  a provision,  we  can  collect 
the  necessary  data  to  provide  Congress  with  information  that  is 
critical  to  the  development  of  sound  policy  in  this  area. 

We  appreciate  elimination  of  the  requirement  for  the  establish- 
ment of  an  Office  of  Clinical  Laboratories  which  would  greatly,  we 
feel,  limit  the  flexibility  of  the  Secretary  to  manage  the  Depart- 
ment most  effectively. 

However,  we  believe  the  administrative  provisions  in  the  bill  are 
unnecessary  because  of  the  improvement,  clarification  and  smooth 
functioning  of  our  interagency  agreement.  Not  only  would  this 
requirement  create  an  unnecessary  bureacratic  layer  but  it  would 
have  detrimental  effect,  we  believe,  on  policy  development. 

Mr.  Chairman,  I will  now  turn  to  the  two  important  provisions  of 
the  bill  that  seek  to  reform  medicare  reimbursement  for  laboratory 
services.  As  you  know,  one  of  the  most  troublesome  and  costly 
abuses  that  we  find  in  medicare  reimbursement  for  laboratory 
services  is  the  practice  of  some  physicians  who  add  to  their  bills 
substantial  markups  for  services  performed  by  an  outside  labora- 
tory. 

We  strongly  support  the  bill’s  intent  to  stem  this  abuse.  We  are 
concerned,  however,  about  the  potential  impact  of  these  provisions 
on  physicians’  decisions  to  accept  assignment  on  beneficiary’s  out- 
of-pocket  costs. 

In  addition,  we  oppose  mandating  these  specific  provisions  be- 
cause we  are  concerned  that  they  limit  our  authority  to  adopt 
other  reimbursement  options  for  laboratory  services. 

We  would  like  to  work  with  the  Congress  in  an  effort  to  develop 
a more  comprehensive  approach  through  both  regulation  and  legis- 
lation which  would  not  only  curb  physician  markups  for  independ- 
ent laboratory  services. 

Mr.  Chairman,  the  second  set  of  medicare  reimbursement  provi- 
sions concerns  the  method  by  which  medicare  reimburses  hospital 
associated  physicians.  We  support  the  objectives  of  these  provisions 
but  believe  that  sufficient  statutory  authority  currently  exists  to 
deal  with  most  of  these  problems. 

We  believe  that  we  can  work  together  with  the  Congress  to 
assure  that  Federal  programs  do  not  bear  any  excessive  costs  asso- 
ciated with  reimbursement  of  these  physicians. 

In  summary,  Mr.  Chairman,  the  Department  concurs  in  the  need 
for  a well  coordinated  effort  to  assure  the  public  that  clinical 
laboratory  services  are  accurate  and  are  of  the  highest  quality. 

Senate  leadership  in  pursuit  of  this  goal  has  paralleled  a record 
of  recent  administrative  accomplishments.  We  hope  this  progress 
meets  with  your  approval  and  would  welcome  the  opportunity  to 
work  with  the  committee  to  fashion  legislation  that  provides  for  a 
limited  extension  of  regulatory  authorities,  enhances  program  co- 
ordination and  aids  our  efforts  to  curb  fraud  and  abuse. 

Thank  you  very  much,  Mr.  Chairman.  My  colleagues  and  I would 
be  happy  to  answer  questions. 

Senator  Kennedy.  Thank  you  very  much,  Dr.  Richmond.  Your 
statement  will  be  printed  in  its  entirety. 

[The  full  text  of  Dr.  Richmond’s  prepared  statement  follows:] 
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MR.  CHAIRMAN  AND  MEMBERS  OF  THE  SUBCOMMITTEE: 

I am  pleased  to  be  here  today  and  have  the  opportunity  to 
present  our  views  on  three  very  important  legislative 
issues:  Health  Planning  and  Nurse  Training,  and  Clinical 

Laboratory  Improvement. 

The  health  planning  and  nurse  training  authorities  are 
administered  in  the  Health  Resources  Administration  of  the 
Public  Health  Service,  Accordingly,  I am  accompanied  by 
Dr.  Henry  A.  Foley,  Administrator,  Health  Resources 
Administration.  The  Clinical  Laboratory  program  is 
cooperatively  administered  by  the  Public  Health  Service  and 
the  Health  Care  Financing  Administration  . Dr.  Martin  Baum 
of  the  PHS  Clinical  Laboratory  Task  Force,  and  Mr.  Edward 
Kelly,  Deputy  Director  of  the  Health  Standards  and  Quality 
Bureau,  will  be  able  to  respond  to  any  questions  you  may 
have  in  this  area. 
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I would  like  to  begin  by  discussing  extension  of  our 
National  Health  Planning  and  Resources  Development 
authorities  under  Titles  XV  and  XVI  of  the  Public  Health 
Service  Act.  Renewal  of  this  legislation  is  critical  to 
meeting  our  health  objectives  and  is  urgently  needed.  We 
appreciate  your  early  consideration  of  this  vital  legisla- 
tion. 

Back  in  the  early  1970s,  it  became  clear  that  the  fragmen- 
tation of  responsibility  and  haphazard  allocation  of  health 
care  resources  were  problems  that  would  require  a new, 
innovative  approach.  Congress  responded  to  that  need  by 
enacting  the  National  Health  Planning  and  Resources  Develop- 
ment Act  of  1974.  This  program  seeks  to  ensure  broad  public 
participation  in  the  development  of  a comprehensive  policy 
regarding  health  services,  manpower,  and  facilities.  Now,  for 
the  first  time,  the  Nation  has  a mechanism  that  is  well  on 
its  way  to  addressing  critical  health  system  deficiencies 
such  as: 

. Runaway  and  inflationary  costs  of  health  care; 

. Unequal  access  to  health  care,  especially  for 

minorities  and  the  disadvantaged; 
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. Maldistribution  of  health  care  facilities  and 
manpower; 

. Lack  of  consumer  participation  in  the  decision- 
making process;  and 

. Fragmentation  that  separates  local.  State  and 
Federal  activities  in  both  the  public  and 
private  sectors. 

Extension  and  strengthening  of  the  National  Health  Planning 
program  is  part  of  the  Administration's  overall  strategy 
for  controlling  the  excessive  increases  in  health  care  costs. 
The  Administration  has  already  introduced  its  hospital  cost 
containment  proposal  which  is  the  key  element  in  this  strategy 
and  one  of  the  President's  highest  priorities.  Coupled  with 
the  health  planning  and  hospital  cost  containment  legislation, 
we  will  also  be  submitting  in  the  near  future  legislation 
that  would  place  an  annual  national  cap  on  hospital  capital 
expenditures.  This  legislation  will  also  set  and  enforce 
mandatory  guidelines  for  approved  hospital  construction. 

These  capital  limit  proposals  are  essential  to  a fully 
effective  health  planning  system  and  will  provide  an 
important  adjunct  to  the  restraint  on  hospital  operating 
expenses  provided  by  our  cost  containment  proposal. 
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Progress  in  meeting  these  problems  over  the  past  few 
years  has  been  considerable.  Nevertheless,  the  need 
for  continued  support  of  health  planning  at  the  local. 

State,  and  National  levels  is  greater  now  than  ever. 

We  have  only  just  begun  to  realize  the  potential  of 
this  program.  Working  together,  we  can  strengthen 
the  planning  process  so  that  all  Americans  can  have 
access  to  quality  health  care  at  a reasonable  cost. 

To  reinforce  this  growing  momentum,  there  are  five 
major  areas  in  which  we  believe  the  present  health 
planning  and  resources  development  law  needs  to  be 
changed: 

. The  certificate  of  need  (CON)  and  other  regulatory 
authorities  of  State  and  local  agencies  need  to  be 
improved  so  that  they  will  be  able  to  control  capital 
expenditures  and  eliminate  unneeded  and  duplicative 
services  more  effectively;  and  in  that  way,  further 
contribute  to  restraining  health  care  costs; 

. The  role  of  States  and  their  Governors  in  carrying 
out  the  program  needs  to  be  strengthened; 

. The  cost  effectiveness  of  planning  agencies  needs 
to  be  improved;  and 
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. And  a demonstration  program  to  encourage  the  closure 
and  conversion  of  excess  hospital  beds  should  be 
initiated. 

Our  proposed  bill,  I am  pleased  to  note,  will  correspond  in 
many  respects  to  your  proposal,  Mr.  Chairman.  Before  discussing 
the  changes  proposed,  however,  let  me  briefly  speak  to  the 
accomplishments  of  this  program  to  date,  which  are 
essentially  the  accomplishments  of  the  health  planning 
agencies  themselves,  and  the  many  consumer  and  provider 
volunteers  that  guide  them. 

PROGRAM  ACCOMPLISHMENTS 

Those  accomplishments  might  be  best  summarized  as 
(1)  organizational  development  and  growth,  (2)  planning 
and  plan  development,  (3)  review  and  control  of  proposed 
capital  expenditures,  (4)  early  plan  implementation 
efforts  aimed  at  increasing  access  to,  and  the  avail- 
ability of,  primary  care,  and  (5)  The  National  Guidelines 
for  Health  Planning. 
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1 . Organizational  Development  and  Growth 

There  now  are  203  functioning  local  Health 
Systems  Agencies  (HSAs).  Except  for  Puerto 
Rico  and  Los  Angeles  County,  where  the 
original  HSAs  have  been  terminated  because 
of  their  poor  performance  and  failure  to  meet 
fully  certain  legislatively  mandated  require- 
ments, every  part  of  this  country  is  now 
served  by  an  HSA.  That  was  not  true  under 
the  predecessor  Comprehensive  Health  Planning 
program,  when  roughly  one-third  of  the  United 
States,  and  about  20  percent  of  the  total 
population  did  not  have  a local  health  planning 
agency . 

Over  9,000  consumers  (53  percent)  and  providers 
(47  percent)  serve  as  volunteers  on  the  present 
HSA  governing  bodies.  In  addition  to  governing 
body  members,  another  estimated  35,000  citizens 
serve  on  HSA  subarea  advisory  councils  and  the 
various  committees,  task  forces,  and  other 
advisory  groups  that  HSAs  have  established  to 
carry  out  their  numerous  functions  and  respon- 
sibilities. 
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This  extensive  participation  by  citizen  volunteers 
in  the  local  health  planning  process  is,  in  our 
judgment,  a most  impressive  and  largely  unrecognized 
program  accomplishment.  It  is  essential  to  the 
effective  functioning  of  the  local  health  planning 
process,  reflecting  a commitment  by  local  communities 
to  health  planning  as  well  as  providing  the  HSAs 
with  an  array  of  expertise,  viewpoints,  and  resources 
they  simply  could  not  hire,  even  if  they  were  able 
to  pay  for  them.  It  is  conservatively  estimated, 
for  example,  that  approximately  one  million  hours 
of  volunteer  time  were  spent  on  HSA  activities 
during  the  past  year. 

State  Health  Planning  and  Development  Agencies 
( SHPDAs ) also  are  functioning  in  all  57  States 
and  territories.  And  51  of  those  States  have 
established  their  Statewide  Health  Coordinating 
Councils  ( SHCCs ) . (Only  three  States-California, 
Georgia,  and  Kentucky — and  three  territories — 
the  Northern  Marianas,  Puerto  Rico,  and  the 
Virgin  Islands-do  not  have  SHCCs  yet. ) Nearly 
1,800  consumers  and  providers  contribute  their 
time  and  skills  to  serve  on  the  51  SHCCs. 
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2.  Planning  and  Plan  Development 

One  hundred  seventy-one  HSAs , or  over  80  percent 
of  all  agencies,  have  been  fully  designated.  This 
means  that  each  has  met  all  the  requirements  of  the 
law  with  respect  to  their  governance,  organization, 
and  staffing  and  have  been  adjudged  by  the  Department 
to  be  capable  of  conducting  the  full  range  of 
prescribed  responsibilities  and  functions.  Those 
171  HSAs  have  also  developed  and  adopted  satisfactory 
Health  Systems  Plans  (HSPs)  and  Annual  Implementation 
Plans  (AIPs ) . 

Based  on  our  preliminary  analyses  of  those  plans, 
we  find  most  HSAs  have  emphasized  cost  containment, 
increasing  availability  and  accessibility  of  care, 

HMO  development,  and  reducing  infant  mortality. 

With  respect  to  cost  containment,  for  example, 

75  percent  of  the  plans  include  specific  goals 
and  objectives  dealing  with  a reduction  in  beds; 
and  one-third  of  the  HSPs  have  included  shared 
services  and  regionalization  as  part  of  their 
cost  containment  efforts. 
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Nearly  all  of  the  plans  reflect  a concern  for  the 
improvement  in  the  availability  and  accessibility 
of  health  services.  For  example,  75  percent  of 
the  plans  contain  goals  and  objectives  which 
identify  these  needs  for  medically  underserved 
regions  and  populations.  About  one-half  of  the 
plans  have  goals  or  objectives  focusing  on 
regionalization  and  improvements  in  primary  care 
delivery  aimed  at  increasing  the  availability 
and  accessibility  of  services  to  the  general 
population. 

Furthermore,  one-third  of  the  HSPs  include 
goals  or  objectives  concerned  with  the 
feasibility  of  establishing,  and  the  continued 
support  of,  Health  Maintenance  Organizations 
( HMOs ) , a proven  organizational  approach  to 
cost  containment  through  reduction  in  unnec- 
essary hospitalization. 

And  75  percent  of  the  HSAs  have  developed 
priority  goals  or  objectives  calling  for  a 
specific  reduction  in  the  infant  mortality 
rates  in  their  areas  by  1983. 
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Most  SHPDAs,  on  the  other  hand,  are  still  in 
the  process  of  developing  their  State  Health 
Plans  (SHPs).  We  anticipate  that  nearly  all 
State  agencies  will  have  completed  development 
of  their  preliminary  SHPs  by  late  this  summer. 

3 . Capital  Expenditures 

Most  HSAs  have  been  fully  designated  for  less 
than  a year;  only  eight  SHPDAs  have  been  fully 
designated  to  date.  Nonetheless,  we  are 
beginning  to  see  some  tangible  evidence  of  the 
impact  of  planning  agencies. 

One  piece  of  evidence  is  reflected  in  the  preli- 
minary results  of  an  American  Health  Planning 
Association  (AHPA ) Survey  conducted  last  fall.  This 
study  showed  that  the  first  139  health  systems 
agencies  studied  had,  over  the  previous  two-year 
period,  refused  to  endorse  $1.8  billion  in 
proposed  hospital  and  nursing  home  projects 
out  of  a total  $7  billion  considered.  These 
denials  affected  proposals  for  4 7 ,826  new 
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hospital  and  nursing  home  beds  across  the 
country.  Thus,  for  every  four  dollars 
proposed  in  capital  expenditures,  one  dollar 
was  denied.  These  savings  do  not  include 
the  long-term  operating  expenses  which, 
within  a few  years,  would  exceed  the  original 
capital  outlay. 

If  one  counts  the  total  dollar  investment  in 
the  139  HSAs  and  associated  State  agencies 
during  the  same  two-year  period  ($215  million) 
the  rate-of-return  is  eight  dollars  in  capital 
investment  denied  for  each  one  dollar  spent 
on  health  planning.  Even  this  reflection  of 
the  success  of  health  planning  activities  does 
not  incorporate  the  entire  regulatory  impact 
of  the  program. 

The  evidence  reflected  in  AHPA's  survey  is 
reinforced  by  similar  data  collected  by  the 
Health  Insurance  Association  of  America  (HIAA) 
Information  obtained  from  29  of  the  50  States 
by  HIAA  indicates  that  CON  disapprovals 
totalled  $700' million  against  approvals  of 
$3.9  billion. 
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4 . Plan  Implementation 

In  addition  to  holding  down  unnecessary  capital 
expenditures,  there  is  considerable  evidence 
of  HSAs  implementing  plans  which  have  led  to 
improved  access  and  availability  of  health  care 
services  in  underserved  areas.  For  example  - 

* In  rural  Alabama,  an  initiative  of  the  HSA 
in  Gadsden  has  helped  the  National  Health 
Service  Corps  place  dentists  in  eleven  small 
towns  which  never  had  dentists  before. 

Three  dentists  began  practicing  in  the 
fall  of  1978.  Another  eight  will  open 
offices  in  the  fall  of  1979.  All  are, 
or  will  be,  graduates  of  the  University 
of  Alabama-Burmingham  School  of  Dentistry, 
the  only  dental  school  in  the  State. 
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* The  Alameda-Contra  Costa  HSA  identified 
reduction  of  the  high  infant  mortality 
rate  in  East  Oakland  as  a key  priority  in 
its  first  Annual  Implementation  Plan.  This 
has  led  to  the  allocation  of  State  funds — 

$4  million  over  two  and  one-half  years — to 
combat  that  serious  health  problem.  HSA 
staff  are  participating  in  the  Maternal 
and  Child  Health  Task  Force  set  up  to 
implement  this  initiative  in  Oakland,  and 
the  agency  will  continue  to  act  as  a local 
coordinator  and  advocate. 

These  examples  illustrate  the  kinds  of  accomplish- 
ments we  hope  to  see  as  a result  of  HSA  efforts 
to  improve  the  availability  and  accessibility 


of  care 
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5.  National  Guidelines 

In  March  1978,  the  Department  published  in 
final  form  the  long  overdue  National  Guidelines 
for  Health  Planning.  These  standards  for 
institutional  resources  respond  to  major 
national  concerns  with  the  costs  of  health 
care  by  providing  local  and  State  agencies 
with  benchmarks  to  assist  in  measuring  the 
need  for  health  services  and  resources.  By 
contributing  to  increases  in  the  scope  and 
specificity  of  community  plans,  the  Guidelines 
strengthen  decision-making. 

Much  attention  has  been  focused  on  this  first 
effort  at  developing  National  Guidelines.  The 
Department  listened  carefully  to  the  concerns 
raised  during  the  extensive  process  of  consul- 
tation and  responded  by  clarifying  the  use  of 
the  Guidelines  as  benchmarks  and  by  providing 
increased  flexibility  in  the  application  of  the 
standards  through  the  addition  of  provisions 
calling  upon  local  agencies  to  analyze  how  the 
Guidelines  apply  to  their  areas  and  adjust  the 
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standards  in  light  of  local  circumstances.  The 
Guidelines  thus  reflect  a careful  balance  between 
the  Federal  role  in  providing  National  health 
planning  leadership  and  guidance  and  the  needs 
of  local  and  State  agencies  to  take  account  of 
local  conditions. 

The  second  set  of  Guidelines,  a statement  of 
National  Health  Planning  Goals  addressing  health 
status,  health  promotion  and  disease  prevention, 
and  access  to  care,  is  currently  under  development. 
Work  has  proceeded  on  the  development  of  these 
goals  since  1975,  involving  extensive  consultation 
with  State  and  local  health  planning  agencies. 
Statewide  Health  Coordinating  Councils,  associations 
and  specialty  societies,  consumer  organizations 
and  the  National  Council  on  Health  Planning  and 
Development.  Recent  activities  have  focused  on 
increasing  the  specificity  of  the  goals  in  line 
with  the  requirement  that  goals  be  quantitative 
to  the  maximum  extent  possible  and  addressing 
additional  issues  of  major  national  concern. 

These  revisions  will  be  subject  to  widespread 
review  and  consultation. 
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State  and  local  plans  provide  an  important 
source  of  information  for  the  further 
development  of  the  Guidelines,  and  thus  we 
are  currently  undertaking  a review  of  these 
plans  for  potential  contributions.  The 
development  of  the  first  set  of  the  Guidelines 
has  also  led  us  to  an  awareness  of  the  gaps  in 
knowledge  we  have,  and  thus  we  have  entered  into 
a contract  with  the  Institute  of  Medicine  to 
study  ways  to  strengthen  and  extend  existing 
knowledge,  data  and  analytical  bases  in  the 
health  planning  field. 

PROPOSED  CHANGES 

In  the  remainder  of  my  prepared  statement,  I would  like 
to  describe  briefly  some  of  our  proposals  for  addressing 
the  major  areas  I previously  identified. 

1.  Cost  Restraint 

A number  of  our  proposed  revisions  in  the  planning 
legislation,  in  addition  to  hospital  cost  contain- 
ment and  forthcoming  capital  limit  proposals,  will 
be  aimed  at  restraining  the  inflationary  increases 
in  health  care  costs. 
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Our  bill  will  authorize  a three-year  demonstra- 
tion grant  program  to  promote  the  closure,  con- 
version or  decertification  of  unneeded  hospital 
services  and  beds.  Our  proposed  authorization  of 
appropriations  will  be  $30  million  for  FY  1980 
and  such  sums  as  may  be  necessary  for  the  following 
two  fiscal  years.  This  closure  and  conversion  pro- 
gram will  provide  financial  incentives  and  technical 
assistance  to  hospitals  to  discontinue  inpatient 
hospital  services  or  convert  them  to  fill  local, 
unmet  needs.  From  this  demonstration  effort,  the 
Department  will  be  able  to  determine  both  the  costs 
and  benefits,  as  well  as  pitfalls,  associated 
with  this  unique  approach  to  cost  containment. 

From  the  few  studies  that  exist,  short  term 
savings  are  estimated  at  about  10  percent  of 
the  annual  operating  costs  for  closed  insti- 
tutions. 

To  strengthen  the  health  planning  program's 
ability  to  influence  the  health  system,  we 
will  again  propose  to  close  a loophole  in 
the  State  certificate  of  need  program.  Having 
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learned  from  the  well-publicized  CAT  scanner 
experience,  we  believe  it  is  important  to  cover 
all  acquisition  of  expensive  medical  equipment 
under  certificate  of  need,  no  matter  where  that 
equipment  is  to  be  located. 

. The  widespread  development  of  Health  Maintenance 
Organizations  (HMOs),  is  one  way  of  controlling 
the  rate  of  inflation  in  hospital  costs.  Our 
proposal  would  require  State  and  local  planning 
agencies  to  apply  the  same  criteria  to  HMOs  and 
as  are  applied  to  other  health  entities  but 
would  authorize  the  Department  to  establish-  other 
criteria  if  necessary  for  HMO  development. 

2.  State  Role 

Our  bill  will  propose  several  changes  designed  to 
enhance  and  strengthen  the  role  of  States  and 
Governors  in  the  implementation  and  operation  of 
the  health  planning  program. 
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To  give  the  State  Health  Plan  greater  visibility, 
sanction,  and  public  support,  our  bill  will  allow 
the  Governor  to  approve  or  modify  that  plan  after 
it  has  been  developed  and  revised  by  the  SHPDA  and 
SHCC . In  addition  our  bill  would  require  that 
CON  decisions  be  consistent  with  the  State  Health 
Plan. 

It  would  also  permit  the  Governor  to  appoint 
the  chairperson  of  the  State  Health  Coordinating 
Council. 

In  addition,  we  will  propose  that  a Governor  be 
given  greater  latitude  in  requesting  redesignation 
of  existing  health  service  areas  within  the  State. 
Our  bill  will  also  permit  changing  the  boundary  of 
a health  service  area  if  another  boundary  would  be 
more  suitable  for  planning  purposes.  Presently,  the 
boundary  of  an  area  may  only  be  changed  if  the 
existing  boundary  ceases  to  meet  statutory 
requirements . 
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Program  Effectiveness 

In  our  bill,  we  will  also  propose  a number  of  changes 
intended  to  enhance  the  effectiveness  of  the  program 
and  the  performance  of  State  and  local  health  planning 
agencies . 

. It  will  provide  for  the  review  and  revision  of 
health  systems  plans  and  State  health  plans 
every  three  years.  Many  agencies  have  complained, 
especially  the  volunteer  members  of  governing 
bodies,  that  to  require  that  plans  be  reviewed 
and  revised  annually  has  the  effect  of  creating 
a perpetual  planning  cycle  and  does  not  allow 
sufficient  time  and  attention  to  be  devoted 
to  implementation  of  priority  objectives 
already  established  in  the  Annual  Implemen- 
tation Plan. 

. Our  bill  will  also  propose  greater  flexibility 
in  funding  HSAs  by  replacing  the  current  per 
capita  and  minimum  grant  funding  mechanisms 
with  discretion  for  the  Secretary  to  set  funding 
levels.  This  authority  is  necessary  to  permit 
a phase  in  of  funding  and  to  encourage  innovative 
advances  in  local  planning. 


143 


- 21  - 

. A Eelated  change  we  are  proposing  would  permit 
returning  to  conditional  status,  for  not  more 
than  24  months,  any  fully  designated  HSA  or 
SHPDA , if  it  failed  to  continue  to  meet  all 
the  applicable  requirements  for  full  designation 
or  poorly  performed  its  mandated  functions. 

4 . Other 

In  addition  to  these  proposed  changes,  there  will 

be  several  other  major  changes  in  our  bill. 

. We  will  again  propose  to  expand  the  authority 
of  a public  regional  planning  body  or  unit  of 
general  purpose  local  government  that  also 
serves  as  an  HSA.  There  are  currently  25  such 
units.  We  believe  the  regular  governing  board 
of  the  parent  body  should  be  given  authority  to 
approve  the  agency's  budget,  to  approve  the 
health  systems  plan  and  annual  implementation 
plan  produced  by  the  HSA's  governing  body,  and 
to  remove  for  cause  members  of  the  separate 
governing  body  for  health  planning. 
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We  will  also  propose  two  significant  changes 
regarding  Federal  sanctions  with  respect  to 
inadequate  State  planning  programs.  Under 
the  present  law,  the  Secretary  must  terminate 
any  conditional  SHPDA  that  cannot  achieve 
full  designation  within  36  months.  A major 
requirement  for  full  designation  is  the 
existence  of  an  acceptable  State  CON  Program. 

By  this  summer,  most  SHPDAs  will  have  reached 
the  limit  on  their  conditional  designation  with, 
I am  disappointed  to  say,  few  State  CON  programs 
which  comply  with  all  Federal  requirments.  The 
Secretary  recognizes  that  there  might  be 
circumstances  in  which  the  CON  program 
would  be  delayed  despite  reasonable  efforts. 
Therefore  we  will  propose  discretion  to 
extend  the  conditional  status  of  SHPDA 
beyond  36  months  if  it  is  determined  that 
both  the  agency  and  the  State  are  making  a 
good  faith  effort  towards  enacting  an 
acceptable  CON  program. 
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The  law  further  requires  that  if  a State 
does  not  have  a fully  designated  SHPDA  by 
September  30,  1980,  the  Secretary  must 
withhold  assistance  under  the  PHS  Act  and 
related  laws.  Our  experience  with  other 
programs  has  shown  that  such  a severe 
penalty  is  not  practicable.  We  propose 
as  a more  appropriate  penalty  the  reduction 
of  the  State's  formula  grants  under  the 
PHS  Act  by  25  percent  during  the  first 
year  of  violation,  50  percent  during  the 
second  year  of  violation,  75  percent 
during  the  third  year  of  violation,  and 
100  percent  the  fourth  year. 

Finally,  we  would  not  seek  extension  of  the 
facilities  construction  authorities.  We 
feel  they  are  counterproductive  to  our  goal  of 
holding  down  capital  expenditures.  At  a time 
when  the  bulk  of  the  evidence  clearly  points 
to  an  excess  capacity  of  130,000  beds  and 
where  future  investment  should  decline,  it 
makes  little  sense  for  the  Federal  government 
to  be  subsidizing  future  growth.  Nationally, 
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however,  we  will  administer  the  continuing 
responsibilities  of  institutions  which  have 
received  support  under  Title  XVI,  such  as  the 
uncompensated  care,  community  service,  and 
post-construction  loan  monitoring  activities. 

In  addition,  we  recognize  that  the  health 
facility  planning  concept  contained  in  Title 
XVI  is  an  indispensible  part  of  health  planning. 
Accordingly,  we  intend  to  insure  administratively 
that  the  SHPDA  and  HSA  plans  make  adequate 
provision  for  the  inventory  of  health  care 
facilities,  as  well  as  determining  health 
facility  construction  and  modernization  needs, 
utilizing  national  criteria  for  such  determi- 
nation. 

In  addition  to  these  proposed  legislative  changes, 
though,  there  are  several  other  matters  I would  like 
to  mention  before  I conclude.  They  relate  to  steps 
that  have  or  are  being  taken  to  improve  and  strengthen 
the  administration  of  the  programs  authorized  under 
titles  XV  and  XVI. 
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The  Health  Resources  Administration  has  a 
major,  concerted  effort  already  underway  to 
improve  and  expand  significantly  its  ongoing 
monitoring  and  periodic  assessment  of  HSAs 
and  State  agencies.  In  the  past  year,  for 
example,  extended  site  assessments  have  been 
made  of  22  HSAs  and  three  SHPDAs. 

As  many  of  you  probably  are  aware,  on  October  25, 
1978,  we  issued  a Notice  of  Proposed  Rulemaking 
covering  the  continuing  obligations  of  Hill-Burton 
assisted  facilities  to  provide  "a  reasonable  volume 
of  'free'  care."  Public  hearings  on  those  proposed 
regulations  were  held  here  in  Washington  on 
December  5 and  6,  1978.  We  hope  to  issue  the 
final  regulations  later  this  spring. 

HRA  also  has  taken  a number  of  steps  to  improve  and 
strengthen  the  monitoring  of  the  $3.5  billion  in 
outstanding  loans  and  loan  guarantees  and  mortgage 
insurance  projects  that  have  been  made  over  the  past 
10  years  under  both  title  VI  of  the  PHS  Act  and 
Section  242  of  the  National  Housing  Act.  Responsi- 
bility for  administration  of  the  HUD/FHA  mortgage 
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insurance  program  rests  with  HEW  under  an  inter- 
departmental agreement.  The  recently  created  bureau 
of  Health  Facilities  Financing,  Compliance,  and 
Conversion,  administers  the  HEW  and  HUD  loan  programs. 

If  I may,  Mr.  Chairman,  I would  like  to  briefly  comment  on 
a few  of  the  major  provisions  in  your  bill,  S.  544.  In  many 
instances,  we  support  your  revisions  for  the  planning  program 
and  are  introducing  similar  amendments  of  our  own,  as  I 
have  already  discussed.  Specifically,  we  would  agree  with: 

. Expanding  the  authority  of  the  regular  governing 
board  over  the  governing  body  in  a public  HSA. 

. Easing  redesignation  requirements,  especially  for 
interstate  HSAs. 

. Returning  fully  designated  HSA  and  SHPDAs 

to  conditional  status  if  they  fail  to  perform 
satisfactorily. 

. Permitting  more  involvement  by  governors  in 
the  State  health  plan. 
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. Easing  the  requirement  that  the  Secretary 
withhold  funds  on  September  30,  1980,  from 
States  with  no  satisfactory  CON  program. 

. Requiring  coordination  between  planning 

agencies  and  other  cost  containment  entities 
within  the  State  especially  rate  review 
commissions. 

However,  in  some  cases,  we  will  be  proposing  a different 
approach. 

The  escalating  costs  of  health  care  in  this  Nation  are 
due,  in  large  part,  to  excess  and  unused  capacity  and 
underscore  the  urgency  for  discontinuance  of  unneeded 
hospital  services.  Our  forthcoming  capital  limit  and 
mandatory  guideline  proposals  will  address  this  problem 
as  will  our  proposed  demonstration  program  for  closure 
and  conversion. 

S.  544  requires  that  State  alcohol  abuse,  drug  abuse,  and 
mental  health  agencies  prepare  those  portions  of  the  State 
health  plan.  While  we  appreciate  the  role  of  those  agencies, 
we  also  feel  that  the  Governor  of  each  State  should  have 
the  discretion  to  decide  where  those  responsibilities  should 
be  placed. 
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S.  544  maintains  authorizations  for  a number  of  health 
facilities  construction  activities  and  development  funds. 

We  feel  that  the  construction  authorities  are  counterpro- 
ductive to  our  goal  of  holding  down  capital  expenditures. 

The  Nation  needs  to  reduce,  not  increase,  hospital  capacity. 

You  will  recall,  Mr.  Chairman,  that  we  proposed  two  years 
ago,  as  part  of  our  hospital  cost  containment  effort,  to 
put  a $25  billion  cap  on  annual  capital  expenditures.  While 
we  have  not  included  that  proposal  in  our  cost  containment 
bill  this  year,  we  remain  committed  to  the  general  goal  of 
that  provision  and  will  soon  be  submitting  separate  legis- 
lation tQ  accomplish  a similar  goal. 

In  addition,  we  would  urge,  as  we  did  last  year,  that  certi- 
ficate of  need  be  expanded  to  cover  all  acquisition  of 
expensive  medical  equipment,  no  matter  where  it  is  to  be 
located. 

Finally,  we  believe  that  the  $1.7  billion  three-year 
authorization  in  S.  544  is  excessive  in  light  of  the 
President's  commitment  to  holding  down  Federal  spending. 

This  concludes  my  prepared  statement,  Mr.  Chairman.  My 
colleagues  and  I would  be  happy  to  answer  any  questions 
you  may  have. 
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NURSE  TRAINING 

I am  also  pleased  to  have  the  opportunity  today  to 
discuss  proposed  legislation  that  would  extend  Federal 
nurse  training  authorities  through  fiscal  year  1980. 


The  present  nurse  training  authorities,  as  contained  in 
title  VIII  of  the  Public  Health  Service  Act,  are,  like 
the  Health  Planning  program,  administered  by  the  Health 
Resources  Administration  of  the  Public  Health  Service. 

Mr.  Chairman,  the  Administration's  nurse  training  bill 
for  1980  supports  a targeted  approach  to  Federal 
assistance  for  nurse  training.  This  approach  recognizes 
an  adequate  aggregate  supply  of  nurses  and  focuses 
Federal  resources  on  problems  of  geographic  shortages. 
This,  bill  also  assures  that  nursing  students  will  be 
eligible  for  financial  assistance  on  the  same  basis 
as  other  health  professions  students.  We  are  supporting 
this  same  strategy  for  all  health  professions  training 
in  order  to  focus  support  on  those  programs  that  will 
result  in  better  distribution  of  health  professionals 
to  medically  underserved  areas. 
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Administration.  Bill 

The  Administration  bill  would  authorize  appropriations 
of  $13  million  for  fiscal  year  1980  for  the  training  of 
nurse  practitioners  who  are  currently  in  short  supply. 
These  professionals  are  trained  to  provide  primary  and 
preventive  care,  practicing  either  in  complementary  or,  • 
under  certain  conditions,  substitute  roles  for  physicians. 
Nurse  practitioners  have  proved  to  be  a cost  effective 
means  of  increasing  the  availability  of  primary  care 
services,  especially  to  underserved  areas  where  they 
often  locate.  Fifty  percent  of  a sample  of  1974  graduates 
were  employed  in  either  inner  city  or  rural  locations. 

Many  nurse  practitioner  programs  include  a rural  or  inner 
city  clinical  training  component  which  give  nurses 
experience  in  these  areas.  In  addition,  the  Rural 
Clinics  Act  of  1977  provides  for  independent  reimburse- 
ment of  these  health  professionals  in  such  settings. 

The  draft  bill  would  also  authorize  appropriations 
of  $1,743  million  for  fiscal  year  1980  for  special 
projects,  including  projects  to  improve  the  geographic 
distribution  of  nurses,  to  increase  the  representation 
of  individuals  with  disadvantaged  backgrounds  in  the 
nursing  profession,  to  develop  innovative  nursing 
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techniques  emphasizing  primary  care  and  prevention, 
to  enhance  clinical  skills,  to  provide  continuing 
education  opportunities,  and  to  provide  advanced 
nurse  training. 

The  Administration's  bill  would  also  expand  student 
assistance  opportunities  for  nursing  students.  The 
bill  would  eliminate  the  10  percent  limit  on  National 
Health  Service  Corps  (NHSC)  Scholarship  support  available 
to  health  care  practitioners  other  than  physicians  and 
dentists.  This  program  offers  large  scholarships  with 
a definite  service  commitment,  and  has  proved  to  be  the 
most  effective  means  available  for  attracting  health 
professionals  to  underserved  areas.  In  addition,  the 
bill  would  broaden  the  Health  Education  Assistance  Loan 
(HEAL)  authority  to  include  nurses  in  graduate  programs, 
and  would  repeal  a restriction  on  the  eligibility  of 
nursing  students  for  National  Direct  Student  Loans. 

These  proposed  changes,  along  with  the  current  general 
student  assistance  programs,  including  Basic  and  Supple- 
mental Educational  Opportunity  Grants,  administered  by 
the  Office  of  Education,  would  assure  nursing  students 
access  to  financial  aid  on  the  same  basis  as  all  other 
undergraduate  and  graduate  health  professions  students. 
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S.  230 

In  contrast  to  the  Administration  bill,  S.  230  would 
extend  for  one  year  at  an  authorization  level  of  $125 
million,  the  full  array  of  expiring  authorities  under 
the  nurse  training  provisions  (title  XIII)  of  the  Public 
Health  Service  Act.  The  authorization  levels  in  S.  230 
exceed  by  over  $100  million  the  nurse  training  funding 
requested  by  the  President  for  1980.  Moreover,  the 
graduate  level  support  and  general  nursing  student 
assistance  programs  proposed  for  extension  by  S.  230 
are  inconsistent  with  the  Administration's  efforts  to 
reduce  Federal  spending  and  its  health  professions 
training  policy  to  focus  limited  resources  on  programs 
designed  to  increase  the  emphasis  on  primary  care 
nursing  and  to  alleviate  geographic  maldistribution. 

DISCUSSION 

For  the  past  22  years,  the  Federal  government  has 
provided  substantial  support  for  nursing  education. 

From  1956  through  1978,  about  $1.5  billion  has  been 
awarded  for  student  traineeships,  loans,  and  scholar- 
ships; for  construction  and  basic  support  for  nursing 
education  programs;  and  for  projects  to  improve  nursing 
education  and  recruitment. 
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With  the  help  of  this  Federal  support,  there  has  been  a 
marked  increase  in  the  supply  of  nurses  in  recent  years. 
Graduations  from  nursing  education  programs  have  more 
than  doubled  since  the  enactment  of  the  Nurse  Training 
Act  of  1964.  In  addition,  an  increased  proportion  of 
the  nurse  population  is  actively  employed  in  nursing 
today. 

Through  actions  of  the  private.  State  and  local  govern- 
mental sectors,  combined  with  prior  Federal  assistance, 
we  have  put  in  place  the  capacity  to  produce  an  adequate 
supply  of  nurses  to  meet  future  needs.  Recent  CBO  and 
HEW  analyses  of  nursing  supply  and  demand  have  concluded 
that  the  supply  of  nurses,  through  1990  and  1985  respec- 
tively, is  likely  to  be  sufficient  to  meet  the  demands 
resulting  from  probable  changes  in  the  health  care  system. 

The  Administration  thus  opposes  the  continuation  of  general 
subsidies  to  nursing  schools.  It  is  the  Administration's 
view  that  Federal  support  for  health  professions  training 
should  focus  primarily  on  service  commitment  scholarships 
and  direct  placement  of  needed  health  professionals  in 
scarcity  areas  through  the  National  Health  Service  Corps. 
For  students  not  wishing  to  undertake  such  commitments, 
the  health  education  assistance  loan  program  in  the  Office 
of  Education  is  available. 


45-450  0-79-11 
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Mr.  Chairman,  due  to: 

. the  adequacy  of  current  and  projected  nursing 
resources , 

. the  limited  impact  of  Federal  assistance  on 
increasing  the  overall  supply  of  nurses, 

. the  inability  of  increased  aggregate  supply 
to  meet  the  problem  of  maldistribution, 

. the  President's  desire  to  scrutinize  Federal 
expenditures  of  marginal  effectiveness  in  hi,s 
efforts  to  control  unnecessary  expansion  of  the 
Federal  budget, 

investment  in  the  acceleration  of  the  output  of  professional 
nurses  no  longer  competes  favorably  with  more  pressing  health 
priorities . 

The  Administration  currently  is  conducting  a major  review  of 
its  support  for  health  professions  training,  with  the  aim  of 
developing  a new  legislative  proposal  covering  various  HEW 
programs  affecting  health  manpower  training  for  fiscal  years 
1981  and  beyond,  which  address  problems  of  geographic  and 
specialty  distribution. 


157 


- 35  - 

We  have  been  looking  not  only  at  how  the  health 
professions  programs  help  meet  our  needs,  but  also 
at  their  relationship  to  other  Federal  programs  or 
policies  that  affect  the  supply  of  health  professionals. 
The  implications  of  various  types  of  health  care 
financing  schemes  on  the  supply  and  distribution  of 
professionals  still  need  to  be  considered.  Finally, 
we  must  take  into  account  the  effects  of  health 
professions  programs  on  future  health  service  costs. 

Mr.  Chairman,  the  Administration's  manpower  proposal 
will  take  account  of  the  key  part  played  by  nurses 
in  the  provision  of  health  care  in  our  society. 
Nevertheless,  we  believe  it  is  essential  to  use  the 
necessary  extension  of  nurse  training  authorities  to 
make  mid-course  corrections  in  the  evolution  of  an 
appropriate  Federal  role  in  nursing  education.  Con- 
gressional consideration  of  the  comprehensive  health 
manpower  amendments  may  not  be  concluded  until  the 
end  of  this  Congress.  The  need  for  redirection  of 
Federal  nursing  programs,  as  well  as  the  current 
economic  climate  and  the  shared  Executive  and 
Congressional  resolve  to  decrease  the  Federal 
deficit,  lead  us  to  urge  the  Congress  to  enact  the 
Administration's  legislative  proposals  to  provide 
focus  to  our  nurse  training  activities. 
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We  we  would  now  like  to  present  our  views  on  S.  590, 
the  Clinical  Laboratory  Improvement  Act  of  1979,  and 
to  report  on  the  activities  of  the  Department  with 
respect  to  the  regulation  and  improvement  of  clinical 
laboratories.  As  you  well  know,  clinical  laboratories 
represent  a significant  part  of  the  Nation's  health 
services.  The  importance  of  laboratory  tests  in  the 
assessment  of  health  and  in  the  diagnosis,  treatment, 
and  monitoring  of  disease  demands  efficient,  careful 
safeguards  to  assure  the  highest  quality  of  test  results. 

Let  me  assure  you  that  this  Administration  shares  your 
concerns  about  the  need  for  quality,  the  prevention  of 
fraud  and  abuse  in  the  reimbursement  of  these  services, - 
and  the  containment  of  costs  of  clinical  laboratory  and 
other  health  services.  The  Department  has  already 
initiated  steps  to  accomplish  these  objectives  under 
current  authorities.  We  believe  that  S.  590,  with 
the  changes  we  are  recommending,  will  permit  us  to 
continue  the  progress  made  and  to  achieve  our  mutual 
goals . 
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Current  Programs 

The  Department's  involvement  in  the  regulation  and  improve- 
ment of  clinical  laboratories  derives  from  Title  XVIII 
of  the  Social  Security  Act  (Medicare)  and  Section  353 
of  the  Public  Health  Service  (PHS)  Act  (Clinical  Laboratories 
Improvement  Act  of  1967-CLIA  67).  In  addition,  the  Federal 
Food,  Drug  and  Cosmetic  Act  and  other  sections  of  the 
PHS  Act  impact  on  clinical  laboratories  with  respect  to 
blood  banking  services,  medical  devices  and  diagnostic 
products,  health  planning,  and  the  credentialing  and  training 
of  health  manpower.  Also,  the  Department  is  involved  in 
the  direct  provision  of  clinical  laboratory  services  in 
the  Public  Health  and  Indian  Health  Services  facilities, 
as  required  in  the  PHS  Act. 

Recent  Progress 

Even  before  introduction  of  clinical  laboratory  legislation, 
the  Department  attempted  to  correct  many  of  the  problems 
addressed  by  the  bill,  and  for  the  past  two  years  resolution 
of  program  differences  has  been  a top  priority  of  this 
Department.  Working  closely  with  the  Administrator  of 
the  Health  Care  Financing  Administration  ( HCFA ) , under 
current  authorities  in  the  Social  Security  and  Public 
Health  Service  Acts,  we  have  made  considerable  progress, 
despite  some  impediments,  in  improving  the  uniformity  and 
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effectiveness  of  our  laboratory  activities.  Progress  has 
admittedly  not  been  as  rapid  as  we  would  have  liked,  but 
we  can  attest  to  the  following  substantial  improvements. 

Coordination  within  the  Department 
Several  important  steps  have  been  taken  to  improve 
the  administration  and  coordination  of  the  Department's 
clinical  laboratory  programs.  For  example,  the 
Interagency  Agreement  on  the  Regulation  and  Improvement 
of  Clinical  Laboratories  that  was  consummated  in  1975, 
has  been  updated  and  improved.  The  revised  document 
sets  forth  the  division  of  responsibilities  between 
the  Public  Health  Service  (PHS)  and  HCFA , and  is  designed 
to  maximize  the  distinctive  competencies  of  each  of  these 
agencies  in  the  regulation  and  improvement  of  clinical 
laboratories . 

Since  January  1978  under  the  agreement,  HCFA  has  been 
responsible  for  administering  the  regulatory  functions  of 
both  the  Medicare  and  CLIA  programs,  through  the  Medicare 
provider  certification  system  using  state  agencies.  This 
consolidation  not  only  reduces  the  amount  of  overlap 
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and  inconsistency  between  the  programs  but  also  the  number 
of  inspections  to  which  laboratories  are  subjected. 

The  PHS  is  responsible  for  the  development  and  promulgation 
of  the  scientific  and  technical  standards,  including  personnel 
requirements,  for  all  clinical  laboratories  covered  by  the 
CLIA  and  Medicare  programs.  The  PHS,  through  the  Center  for 
Disease  Control  (CDC),  will  also  monitor  the  performance  of 
the  State  regulatory  programs  and  the  several  accrediting  and 
approval  organizations,  such  as  the  Joint  Commission  on  Accre- 
ditation of  Hospitals  ( JCAH ) and  the  College  of  American 
Pathologists  (CAP),  in  the  application  of  these  standards. 

The  Department  also  is  taking  steps  to  reduce  the  overlap 
in  inspections  between  the  regulatory  program  for  clinical 
laboratories  and  the  regulatory  program  for  blood  establish- 
ments. Currently,  hospital  blood  establishments  which  include 
a transfusion  service  are  inspected  under  Medicare  as  part  of 
the  hospital  certification  process.  These  same  establish- 
ments also  are  inspected  by  the  Pood  and  Drug  Administration 
under  that  agency's  registration  and  licensure  program  for 
blood  establishments.  In  response  to  the  concern  over  this 
duplication  of  inspection  authorities,  in  the  future,  only 
one  Federal  inspection  will  be  necessary  in  hospitals  whose 
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blood  establishment  performs  transfusion  services  exclusively. 
Since  HCFA  will  be  responsible  for  inspecting  those  hospitals' 
clinical  laboratories,  including  the  laboratory's  transfusion 
services,  it  will  not  be  necessary  for  FDA  to  perform  a sep- 
arate inspection.  FDA  has  agreed  to  accept  the  determinations 
made  by  HCFA.  Approximately  2,500  hospitals  would  be  affected 
by  this  arrangement. 

Another  example  of  Departmental  coordination  is  our  Task  Force 
on  Clinical  Laboratories,  which  was  established  in  December 
1977.  The  Task  Force,  which  is  comprised  of  representatives 
of  those  PHS  agencies  whose  programs  impact  on  clinical  labora- 
tories and  representatives  from  HCFA,  provides  a Departmental 
forum  for  the  identification,  exploration,  and  resolution  of 
problems  and  issues  pertaining  to  clinical  laboratories. 
Significantly,  we  recognize  the  value  of  external  expert 
advisory  assistance,  and  the  Task  Force  has  met,  on  an  ad  hoc 
basis,  on  several  occasions  with  representatives  of  a number 
of  professional  and  scientific  groups  in  the  laboratory  field. 
The  Task  Force  has  engaged  their  assistance  in  the  development 
of  policy  recommendations  on  a variety  of  substantive  matters, 
such  as  requirements  for  clinical  laboratory  personnel,  quality 
control,  and  proficiency  testing. 
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Quality  of  Clinical  Laboratory  Services 

Mr.  Chairman,  as  you  know,  insuring  quality  through  standards 
is  a primary  objective  of  the  Department's  clinical  laboratory 
regulatory  programs. 

In  the  past,  however,  there  have  been  differences  in  the  content 
of  the  standards  and  the  manner  in  which  these  requirements 
have  been  applied  by  the  regulatory  agencies.  Under  Medicare, 
for  example,  different  standards  were  prescribed  for  independent 
laboratories  and  those  laboratories  in  hospitals.  In  large 
part,  the  independent  laboratory  standards  were  more  stringent 
than  those  applied  to  Medicare  hospitals.  The  CLIA  standards 
for  interstate  laboratories,  some  of  which  also  participate 
in  Medicare,  were  essentially  adopted  as  the  Medicare  require- 
ments for  independent  laboratories.  Additional  difficulties 
were  encountered  because  the  Medicare  program  accepts  for 
certification  purposes  hospital  laboratories  accredited  by 
the  Joint  Commission  on  the  Accreditation  of  Hospitals  (JCAH) 
and  the  American  Osteopathic  Association,  (AOA) , whose  standards 
were  not  consistent  with  the  Federal  standards. 

The  Department  has  been  working  for  some  time  to  eliminate 
these  differences  and  to  adopt  standards  that  can  be  applied 
uniformly  to  all  federally  regulated  clinical  laboratories. 
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In  1978,  the  Medicare  independent  laboratory  requirements  for 
quality  control  (which  are  equivalent  to  the  CLIA  requirements) 
were  extended  to  laboratories  in  Medicare  hospitals,  thus  making 
such  standards  uniform  for  all  federally  regulated  clinical 
laboratories.  Presently,  we  are  drafting  for  publication  as 
a Notice  of  Proposed  Rulemaking  (NPRM),  in  the  Federal  Register, 
a new  set  of  uniform  personnel  standards  for  clinical  laboratorie 
Together  with  requirements  for  quality  control  and  proficiency 
testing,  these  standards  will  constitute  a set  of  requirements 
for  all  federally  regulated  clinical  laboratories. 

During  our  assessment  of  differences  between  quality  control 
and  proficiency  testing  requirements  for  independent  and  hospital 
laboratories,  the  Department  determined  that  the  requirements 
for  independent  laboratories  were  higher  than  those  which  the 
JCAH  and  AOA  prescribed  for  laboratories  under  their  hospital 
accreditation  programs.  In  order  for  laboratories  in  JCAH-and 
AOA-accredited  hospitals  to  continue  to  have  "deemed  status" 
under  Medicare  (i.e.,  determined  to  be  in  compliance  with 
the  Medicare  requirements  by  virtue  of  the  hospital's  accre- 
ditation) , and  to  be  exempt  from  direct  onsite  inspections 
by  State  Medicare  survey  agencies,  the  JCAH  and  AOA  had  to 
upgrade  their  standards  and  laboratory  survey  process  so  as 
to  make  them  equivalent  to  the  Federal  interstate  requirements. 
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Consistent  with  its  objectives  to  achieve  uniform  standards  for 
all  clinical  laboratories,  HCFA  and  CDC  have  jointly  worked 
closely  with  the  JCAH  and  AOA  to  upgrade  their  standards. 

In  January  1979,  the  Department  determined  that  JCAH  standards 
were  equivalent  to  the  Federal  standards  and  JCAH  could 
continue  to  provide  "deemed  status"  to  their  hospitals.  The 
Department  is  continuing  to  work  with  the  AOA  to  upgrade 
its  standards  and  hopes  to  make  a determination  of  equivalency 
in  the  near  future. 

We  believe  that  all  these  actions  will  accomplish  the  objectives 
of  a well  coordinated  and  uniform  regulatory  program  for  clinical 
laboratories. 

Fraud  and  Abuse 

We  know  the  laoratory  services  are  vulnerable  to  a host  of 
inappropriate  practices. 

The  Office  of  Inspector  General  and  HCFA's  Office  of  Program 
Integrity  have  initiated  a special  joint  effort  to  analyze 
the  billing  practice  of  independent  commercial  laboratories. 

In  November  1977  a pilot  review  of  laboratory  practices  in 
California  was  initiated.  The  purpose  of  the  review  was  to  design 
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and  implement  computer  applications  to  identify  pro- 
viders with  aberrant  billing  practices.  Additionally, 
audits  were  made  of  selected  providers  to  test  the 
efficacy  of  the  computer  programs. 

Numerous,  substantial  improper  payments  were  found, 
and  criminal  investigations  are  underway  at  four 
labs.  Physicians  were  also  audited  and  were  found 
to  have  submitted  improper  claims.  In  many  cases 
we  have  seen  evidence  of  discriminatory  billing  of 
the  Medicare  program  or  apparent  collusion  between 
labs  and  physicians. 

In  April  1978  we  launched  the  operational  phase  called 
Project  Integrity  II.  The  Inspector  General  has  made 
the  design  and  detection  techniques  available  to  all 
States.  To  date,  seven  States  are  participating  in 
the  project  and  several  others  have  been'  briefed  and 
are  considering  participation. 

In  P.L.  95-142,  the  "Medicare-Medicaid  Anti-Fraud  and 
Abuse  Amendments",  the  Congress  has  provided  us  with 
valuable  tools  to  combat  these  erosions  of  public  funds. 
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The  provisions  of  S.  590,  which  authorize  the  revocation 
of  laboratory  licensure  when  the  owner  has  been  convicted 
of  a criminal  offense  or  is  guilty  of  any  other  prohibited 
act,  will  strengthen  our  ability  to  eliminate  payments 
for  fraudulent  and  abusive  laboratory  services. 

S.  590 

We  support  the  basic  objectives  of  S.  590:  to  create  a 
coordinated  authority  for  the  Department's  clinical 
laboratory  programs,  to  establish  uniform  standards 
for  all  clinical  laboratories  subject  to  Federal 
regulations,  to  eliminate  duplication  in  the  adminis- 
tration of  the  programs,  and  to  provide  additional 
authority  to  deal  with  cases  of  fraud  and  abuse. 
Administration  support,  however,  is  contingent  on  certain 
changes  affecting  the  scope  and  funding  levels  of  the  bill. 

As  you  know  we  supported  similar  legislation  in  the  last 
Congress.  The  Administration's  position,  to  some  extent, 
has  changed  because  of  the  success  of  our  administrative 
actions  in  bringing  about  greater  coordination  and  uni- 
formity within  the  clinical  laboratory .program,  as  well 
as  our  desire  to  keep  unnecessary  Federal  spending  and 
Federal  regulations  in  check. 
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Licensure 

We  support  the  bill's  concept  of  licensure  that  would 
allow  us  not  only  to  stop  Medicare  reimbursement  to 
clinical  laboratories  determined  to  be  of  poor  quality, 
but  to  close  down  such  laboratories  so  that  anyone  using 
them  would  be  protected. 

This  extension  of  authority  closes  a potentially  dangerous 
loophole  in  current  law  which  permits  negligent  laboratories 
previously  licensed  under  CLIA'67  or  certified  by  Medicare 
to  continue  to  provide  services  despite  regulatory  action 
which  either  prohibits  operation  in  interstate  commerce  or 
participation  in  Medicare.  We  support  the  bill's  extension 
of  authority  over  intrastate,  non-Medicare  clinical  labora- 
tories that  are  currently  exempt  from  Federal  regulation. 
This  increased  jurisdiction  is  estimated  to  be  approximately 
3i)0  labs,  which  we  believe  have  shown  poor  quality  of  lab- 
oratory work. 

Governmental  Laboratories 

The  bill,  however,  would  expand  Federal  jurisdiction  and 
authority  to  cover  all  State  and  local  government  owned 
and  operated  laboratories.  In  general,  the  Department 
resists  the  imposition  of  requirements  on  State  and  local 
government  institutions,  unless  the  need  is  clearly 
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indicated.  We  do  not  believe  the  extension  of  Federal 
authority  to  the  approximately  500  laboratories  which 
do  not  already  participate  in  Medicare  is  warranted  here. 
Furthermore,  such  laboratories  are  directly  accountable 
to  the  public  via  the  normal  governmental  authorizing 
and  budgeting  processes.  We  would,  therefore,  recommend 
that  these  laboratories  be  exempted  from  the  provisions 
of  this  legislation. 

Health  Practitioner's  Offices 

S.  590  allows  the  Secretary  the  latitude  to  exempt  doctors 
and  other  health  practitioners  in  group  practices  of 
less  than  six  who  perform  routine  tests  or  procedures 
only  for  their  own  patients.  We  believe  that  this  latitude 
should  be  extended  to  include  group  practices  of  six  or 
more  and  to  offices  where  the  practitioners  do  not  perform 
the  tests  themselves. 

The  scope  and  nature  of  deficiencies  in  this  area  are  not 
sufficiently  known.  Specifically,  we  do  not  know  whether 
six  or  more  practitioners  constitute  the  correct  size  of 
laboratory  that  could  or  should  be  subject  to  regulations 
designed  for  larger  laboratories,  and  we  do  not  know  which 
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standards  or  requirements  would  constitute  the  most  cost- 
effective  means  of  assuring  quality  in  these  sites. 

For  these  reasons  we  would  prefer  that  this  legislation 
provide  for  a study  of  all  practitioners'  offices  as  proposed 
in  the  House  bill,  as  reported  in  the  last  Congress.  With  the 
authority  granted  by  such  a provisions,  we  can  collect 
the  necessary  data  to  provide  Congress  with  information 
that  is  critical  to  the  development  of  sound  pollicy 
in  this  area. 

ADMINISTRATION 

We  appreciate  elimination  of  the  requirement  for  the 
establishment  of  an  Office  of  Clinical  Laboratories  which 
would, greatly  limit  the  flexibility  of  the  Secretary  to 
manage  the  Department  most  effectively.  As  I have  noted, 
the  Department  has  been  justly  criticized  for  the  poor 
coordination  of  the  clinical  laboratory  programs  in  the 
past.  However,  we  believe  tha.t  the  administrative  provisions 
in  the  bill  are  unnecessary  because  of  the  improvement, 
clarification  and  smooth  functioning  of  the  Interagency 
Agreement.  Unless  this  section  were  administered  in  a 
perfunctory  manner,  imposition  of  a Director  of  Clinical 
Laboratories  over  the  current  PHS/HCFA  working  arrangements 
would  either  imbalance  our  current  arrangement  by  placing 
the  Director  in  either  the  PHS  or  HCFA  or  inappropriately 
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require  administering  the  clinical  laboratory  program 
from  the  Office  of  the  Secretary.  Not  only  could  this 
requirement  create  an  unnecessary  bureaucratic  layer, 
but  it  could  have  detrimental  effects  on  policy. 

TECHNICAL  ASSISTANCE 

The  Administration  opposes  the  authorization  of  a new 
$30  million  program  to  provide  technical  assistance  to 
States  and  laboratories  for  training,  monitoring  and 
other  purposes.  We  believe  that  such  assistance  can 
be  carried  out  using  existing  authorities  and  funding 
levels. 

MEDICARE  REIMBURSEMENT  PROVISIONS 

Mr.  Chairman,  I will  now  turn' to  the  two  important  provi- 
sions of  the  bill  that  seek  to  reform  Medicare  reimbursement 
for  laboratory  services.  As  you  know,  one  of  the  most 
troublesome  and  costly  abuses  that  we  find  in  Medicare 
reimbursement  for  laboratory  services  is  the  practice  of 
some  physicians  who  add  to  their  bills  substantial  markups 
for  service  performed  by  an  outside  laboratory.  This 
practice,  I should  add,  is  considered  improper  not  only 
by  HEW  but  by  the  American  Medical  Association  as  well. 

We  strongly  support  the  bill's  intent  to  stem  this  abuse. 

We  are  concerned,  however,  about  the  potential  impact  of 
these  provisions  on  physicians'  decisions  to  accept  assignment 
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and  therefore  on  beneficiaries'  out-of-pocket  costs.  More- 
over, we  have  authority  under  Title  XVIII  of  the  Social 
Security  Act  to  issue  regulations  to  deal  with  the  problem 
to  which  the  proposed  amendments  are  addressed.  We  oppose 
mandating  these  specific  provisions  because  we  are  concerned 
that  they  limit  our  authority  to  adopt  other  reimbursement 
options  for  laboratory  services.  Options  currently  under 
consideration  include  prohibiting  physicians  from  billing 
for  services  performed  by  independent  laboratories,  negotiating 
with  laboratories  to  establish  fee  schedules,  and  include 
laboratories'  discounted  prices  to  physicians  in  the  infor- 
mation used  to  develop  prevailing  charges. 

We  would  like  to  work  with  the  Congress  in  an  effort  to 
develop  a more  comprehensive  approach  through  both  regula- 
tion and  legislation,  which  would  not  only  curb  physician 
markups  for  independent  laboratory  services  but  also 
strengthen  our  ability  to  limit  reimbursement  for  all 
diagnostic  laboratory  tests,  encourage  acceptance  of  assign- 
ment and  thus  protect  beneficiaries  from  extra  billing 
from  laboratories  as  well  as  from  physicians. 

Mr.  Chairman,  the  second  set  of  Medicare  reimbursement  pro- 
visions concern  the  methods  by  which  Medicare  reimburses 
hospital-associated  physicians.  These  provisions  are  designed 
to  deal  with  the  major  reimbursement  problems  concerning 
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hospital  associated  physicians.  The  bill  would  more 
strictly  define  what  services  performed  by  these  physicians 
can  be  reimbursed  on  a f ee-for-service  basis.  In  addition, 
the  bill  would  limit  payments  made  under  percentage  and 
lease  arrangements  and  would  require  physicians  to  accept 
assignment  as  the  quid  pro  quo  for  the  current  waiver  of 
Medicare  cost-sharing.  We  support  the  objectives  of  these 
provisions  but  believe  that  sufficient  statutory  authority 
currently  exists  to  deal  with  most  of  these  problems.  We 
believe  that  we  can  work  together  with  the  Congress  to 
assure  that  Federal  programs  do  not  bear  any'  excessive 
costs  associated  with  reimbursement  of  these  physicians. 

SUMMARY 

The  Department  concurs  in  the  need  for  a well-coordinated 
effort  to  assure  the  public  that  clinical  laboratory  services 
are  accurate  and  of  the  highest  quality.  Senate  leadership 
in  pursuit  of  this  goal  has  paralleled  a record  of  recent 
administrative  accomplishments . We  hope  this  progress  meets 
with  your  approval  and  would  welcome  the  opportunity  to  work 
with  the  Committee  to  fashion  legislation  that  provides  for 
a limited  extension  of  regulatory  authorities,  enhances  pro- 
gram coordination  and  aids  our  efforts  to  curb  fraud  and 
and  abuse. 

This  concludes  my  prepared  statement,  Mr.  Chairman.  My 
colleagues  and  I would  be  happy  to  answer  any  questions 
you  may  have. 
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Have  Increased 
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On  Balance,  by  1985  the  Aggregate  Supply  of  Nurses 
Will  Fall  Within  the  Range  of  Aggregate  Demand 


Number  of  RNs 
(in  millions) 

1.8- 
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Most 

likely 


1.2-  Low- 


-1,316,000;.  — 
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Senator  Kennedy.  We  have  here  the  recent  nursing  study,  the 
nursing  study  that  was  made  available  to  us  last  evening.  I have 
not  had  a chance  to  go  through  that  or  examine  it  in  any  detail. 

I guess  Dr.  Foley  is  representing  the  nurses  here  today. 

Dr.  Richmond.  Yes;  he  is  representing  the  Bureau  of  Health 
Manpower. 

Senator  Kennedy.  Is  the  head  of  the  nurse  division  here? 

Dr.  Foley.  I do  not  believe  so,  Senator.  The  director  of  the 
Bureau  of  Health  Manpower  is  here,  Dr.  Whiteside. 

Senator  Kennedy.  I did  not  know  if  the  head  of  the  nursey 
division  was  here  or  not. 

Dr.  Richmond.  She  apparently  is  not. 

Senator  Kennedy.  This  document  will  be  most  useful  for  us 
because  we  have  such  enormous  disparity  on  the  question  of  the 
numbers  and  there  is  healthy  division  of  opinion  about  this  issue, 
not  only  of  the  numbers  but  of  the  training  and  the  other  aspects 
of  it. 

I think  it  will  be  enormously  valuable  for  us  to  have  it  and  to 
examine  this.  We  also  ought  to  have  the  basic  documents  that  went 
into  the  makeup  of  the  draft — the  raw  data.  Would  you  make  those 
available  to  us? 

Dr.  Foley.  We  could  do  it  within  this  week,  Senator. 

Senator  Kennedy.  I think  that  would,  be  helpful. 

Dr.  Foley.  Senator,  if  I might,  I would  like  to  apologize  to  the 
Chairman  and  to  the  other  members  for  the  lateness  of  the  report 
from  the  Department.  What  had  happened  in  the  past  was  that 
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there  had  not  been  a critical  look  at  the  assumptions  of  the  various 
studies  and  other  assumptions  that  may  not  have  been  included. 

Various  parts  of  the  Department  were  involved  in  that  discus- 
sion. It  was  recently  that  the  assumptions  of  the  assistant  secretary 
of  planning  and  Evaluation  in  the  Department  were  brought  to 
bear  in  terms  of  the  health  plan  the  administration  is  considering. 

But,  again,  I apologize  for  the  lateness  of  the  report.  We  would 
be  glad  to  send  you  the  backup  documents  to  that  report. 

Senator  Kennedy.  It  is  only  14  months  late. 

Dr.  Foley.  I think  it  is  a much  better  document,  though. 

Senator  Kennedy.  Good,  then  all  that  time  was  well  spent. 
[Laughter.]  In  a serious  manner,  we  would  like  to  examine  both  the 
document,  the  assumptions,  how  you  view  it  in  relation  to  health 
insurance.  I would  like  to  see  how  it  is  consistent  with  the  other 
basic  material  that  was  supplied.  I think  it  will  be  very  helpful  to 
our  committee,  and  I appreciate  your  responsiveness. 

I do  not  intend  to  take  a great  deal  of  time  on  the  issues  of  the 
adequacy  of  numbers  and  others.  We  discussed  that  at  some  length 
on  the  floor  earlier  this  week  and  at  other  times. 

Even  though  my  part  of  the  country  has  the  greatest  concentra- 
tions of  numbers  according  to  studies  that  have  been  done,  we  have 
150  budgeted  vacancies  at  Mass  General  Hospital,  over  120  at 
Boston  City  Hospital,  and  we  have  serious  issues  and  questions 
with  the  new  responsibilities  that  nurses  have  taken  about  nurse 
training  and  about  the  nurses  desire  to  upgrade  their  skills,  to 
assume  new  responsibilities. 

I do  not  see,  myself,  how  you  can  expect  people  who  are  in  the 
area  anywhere  from  9 to  12  or  maybe  even  at  the  top  maybe 
$15,000  a year  be  able  to  either  take  the  time  off  or  afford  the 
tuition  to  get  the  necessary  kind  of  training  to  assume  those  re- 
sponsibilities. 

I know  that  the  administration  supports  the  fact  that  they 
should  be  able  to  upgrade  skills.  We  have  however  a serious  kind  of 
division  about  what  is  the  best  way  to  do  it. 

Others  will  question  you  about  it,  and  we  will  look  forward  to 
examining  the  study. 

In  the  area  of  clinical  labs  we  have  seen  the  difficulty  in  this 
committee  over  the  periods  of  the  Congress-Biotest  laboratories  of 
New  Jersey,  information  that  was  being  provided  or  false  informa- 
tion being  provided  to  the  Food  and  Drug  Administration  upon 
which  they  were  going  to  make  scientific  tests  which  have  enor- 
mous implications.  We  know  you  Dr.  Richmond  deplore  this  kind  of 
activity  and  want  to  work  with  us. 

But  even  in  the  Federal  laboratories,  as  I understand,  there  is 
some  important  discrepancy  in  the  areas,  for  example,  in  the 
Indian  Health  Service  which  have  been  under  the  Federal  jurisdic- 
tion. 

I do  not  know  if  there  is  any  comment  that  you  would  want  to 
make  on  the  degree  of  proficiency  and  expertise  and  reliability 
under  those  labs  that  are  being  even  run  by  the  Federal  system  let 
alone  those  that  are  caught  up  in  a matrix  of  different  jurisdiction 
and  administrations  and  procedures,  whether  in  States  or  the  in- 
terstate system. 

Do  you  want  to  comment  briefly? 
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Dr.  Richmond.  I just  might  comment  very  briefly,  Senator,  par- 
ticularly on  the  Indian  Health  Service  Laboratories. 

Senator  Kennedy.  You  are  familiar  with  the  draft  report,  I 
guess. 

Dr.  Richmond.  I am  familiar  in  general. 

Senator  Kennedy.  It  says  a total  of  10,700  deficiencies  were 
identified  at  74  Indian  Health  Service  Laboratories  responding  to 
the  self-assessment.  This  is  an  average  of  145  deficiencies  per  labo- 
ratory. The  number  ranges  from  a low  of  49  in  Albuquerque  area 
to  323  for  a laboratory  in  the  Navajo  area. 

And  based  on  this  data  few,  if  any,  of  the  Indian  Health  Service 
Laboratories  are  adequately  quality  controlling  the  services  they 
provide. 

I know  my  colleague,  Senator  Javits,  will  go  into  a number  area 
just  on  quality,  but  I am  wondering  if  you  will  give  me  the  opportu- 
nity to  inquire  of  you  in  this  area. 

Dr.  Richmond.  Yes,  Senator,  the  laboratories  in  the  Indian 
Health  Service  Hospitals  and  ambulatory  care  facilities  are  experi- 
encing a great  deal  of  difficulty.  We,  however,  feel  they  should 
meet  standards. 

CDC  has  established  those  standards  for  HCFA  as  well  as  for  our 
laboratories,  and  we  hope  that  the  HCFA  standards  will  be  adopt- 
ed, and  I think,  in  general,  have  been  adopted  by  the  various  State 
laboratories. 

But  to  return  for  a moment  to  the  Indian  Health  Service  labora- 
tories, just  3 weeks  ago  I visited  some  of  those  facilities  in  remote 
sites,  and  I think  one  gains  a very  considerable  appreciation  of  the 
great  difficulties  under  which  the  professional  staffs  in  those  areas 
are  working. 

There  is  virtually  no  trained  personnel  available,  and  we  are 
going  to  make  a very  determined  effort  to  see  if  we  cannot  identify 
some  way  by  which  we  can  get  better  laboratory  services  in  place 
in  those  areas. 

Technical  assistance,  for  example,  in  the  taking  of  X-rays.  I 
visited  several  X-ray  departments  where  technicians  just  were  un- 
available for  the  position.  It  was  the  physician  themselves  who 
actually  performed  the  taking  of  the  X-rays  as  well  as  the  reading 
of  the  X-rays. 

So  we  are  very  sensitive  to  the  problem.  We  are  going  to  be 
working  very  closely  with  Dr.  Emory  Johnson,  who  directs  the 
Indian  Health  Service  to  see  if  we  cannot  upgrade  those  programs, 
but  it  is  a difficult  area. 

Senator  Kennedy.  It  is  difficult,  as  you  pointed  out,  but  the 
question  is  given  the  situation  in  laboratories  in  remote  areas  or  in 
other  areas  somewhat  removed  from  the  mainstream,  or  even  those 
that  are  considered  to  be  right  in  the  heart  of  the  industrial  areas, 
are  they  performing  or  complying  to  the  types  of  standards  which 
are  necessary  to  make  the  kind  of  scientific  and  medical  judg- 
ments? That  is  what  has  motivated  this  bill. 

Now  to  discuss  the  planning  legislation,  I am  obviously  con- 
cerned about  the  budget  level.  I know  you  have  said  the  program 
saves  $8  for  every  $1  spent.  It  seems  to  me  to  be  a wise  allocation 
of  scarce  resources  even  for  the  short  or  long  term. 
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In  this  area,  as  I understand,  in  real  dollars,  the  HSA’s  will 
actually  get  smaller  grants  in  1979  than  they  got  in  1978.  Is  that 
your  understanding? 

Dr.  Foley.  Relatively,  that  is  the  case,  Senator.  We  think  that 
the  program,  having  gone  through  the  startup  stage,  has  become 
more  efficient.  But  we  also  recognize,  given  the  scarce  resources  we 
have,  that  we  are  asking  the  health  planning  agencies  to  do  a great 
deal  over  this  next  year. 

Senator  Kennedy.  We  are  working  closely  with  you  in  the  areas 
of  cost  containment  and  others.  It  seems  an  important  opportunity 
for  the  savings  of  real  money.  It  is  just  bearing  that  out.  We  are 
going  to  face  some  tough  issues  on  that,  of  course,  in  the  future, 
but  it  seems  to  me  to  be--the  second  is  the  balance  of  power,  the 
concern  that  we  have  about  the  virtual  veto  of  the  Governor  with 
the  administration’s  proposal. 

We  have  worked  out  a rather  delicate  balance  about  consumer 
input,  local  participation,  and  its  difficult  allocations  of  power  that 
I would  say  that  you  have  come  down  ultimately  in  a stronger 
position,  vis-a-vis,  this  balance  in  terms  of  the  Governor,  than  we 
might  assume. 

Let  me  just  move  to  a third  area,  because  I want  to  move  the 
hearing  along,  and  that  is  in  the  area  of  cost  containment.  If  the 
hospitals  are  interested  in  the  termination  or  the  closing  of  the 
various  facilities,  should  they  be  allocated  at  least  some  considera- 
tion in  the  cost  containment  which  would  permit  them  to  raise  the 
additional  revenues  which  may  be  necessary  for  the  termination  of 
facilities  or  are  we  inconsistent  in  our  desires  to  put,  on  the  one 
hand,  the  limitation  on  various  hospitals  and,  on  the  other  hand, 
trying  to  encourage  them  to  reduce  surplus  facilities.  Should  we  be 
thinking  in  those  terms  at  all,  give  them  some  kind  of  encourage- 
ment? 

Dr.  Foley.  I believe,  in  this  case,  Senator,  that  we,  in  the  admin- 
istration and  you  are  in  agreement.  Let’s  take,  for  example,  a 
situation  where  there  are  three  hospitals  in  a community. 

One  hospital  would  like  to  get  out  of  the  health  care  industry  but 
has  a debt  service  to  try  to  abolish;  and  the  other  two  hospitals 
have  been  working  cooperatively.  We  think  there  ought  to  be 
mechanisms  so  that  we  would,  through  the  closure  and  conversion 
approach,  be  able  to  work  with  those  hospitals  to  basically  develop 
a solution  that  preserves  access  to  gage  in  the  local  community  but 
also  allows  one  hospital  to  close. 

Senator  Kennedy.  I was  thinking  more  in  the  terms  of  permit- 
ting the  revenues  of  the  hospital  to  exceed  the  standards  so  that 
they  can  raise  the  resources  to  close  it,  or  change,  or  alter  the 
function  of  surplus  beds  or  whatever. 

If  we  put  the  cap  on  the  particular  hospital  and,  on  the  other 
hand,  we  want  them  to  terminate  facilities  that  they  are  going  to 
terminate,  they  have  to  raise  the  resources.  They  do  not  get  the 
moneys  in  terms  of  grants  under  one  of  the  proposals  which  we 
passed  last  year  which  are  basically  very  limited  resouces  for 
change. 

Should  we  be  flexible  on  that?  I might  put  the  question  to  you 
and  see  if  you  would  give  some  thought  to  it. 
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Dr.  Foley.  Would  you,  please,  Senator;  and  we  would  come  back 
with  a formal  response. 

Senator  Kennedy.  Senator  Schweiker? 

Senator  Schweiker.  Thank  you,  Mr.  Chairman. 

I would  like  to  address  some  questions,  Dr.  Richmond,  to  the 
Health  Planning  Act,  and  I want  to  say  we  are  pleased  to  see  the 
areas  of  agreement  that  you  have  highlighted  in  your  testimony 
which  this  committee  has  worked  long  and  hard  on,  and  there  are 
a few  other  suggestions  in  your  statement  that  I find  of  interest. 

I would  like  to  explore  a few  of  them.  You  suggest,  on  page  20  of 
your  statement,  that  instead  of  doing  a yearly  plan,  that  we  do  a 
plan  every  3 years. 

I wonder  if  you  would  elaborate  a little  bit  on  why  you  advocate 
a 3-year  planning  process  as  opposed  to  an  annual  one? 

Dr.  Richmond.  Senator  Schweiker,  I would  be  glad  to  make  some 
comments  and  then  ask  Dr.  Foley,  perhaps,  to  elaborate  as  well. 
The  development  of  a planning  document  and  a plan  is  a very 
complex  process.  Having  worked  at  the  State  level  not  too  many 
years  ago,  I think  I have  experienced  the  complexity  of  this  process 
and  the  amount  of  time  it  consumes.  If  one  endeavors,  for  example, 
to  try  to  develop  a plan  each  year,  one  no  sooner  concludes  the 
planning  process  than  one  immediately  begins  again,  without 
having  an  opportunity  to  see  what  the  implications  of  that  plan 
have  been.  In  my  experience,  trying  to  have  an  annual  or  even  a 
biennual  plan  tends  to  promote  a process  by  which  successive  plans 
begin  to  look  very  much  alike.  There  is  very  little  opportunity  to 
have  some  interval  in  which  to  reflect  on  the  experiences  which 
have  been  gained  and  to  redevelop  a plan  in  a fresh  way. 

We  thought  a 3-year  interval  would  provide  for  that  opportunity. 
Dr.  Foley  may  also  have  something  to  say  on  this  issue. 

Dr.  Foley.  I would  just  add,  Senator,  that  we  have  seen  in  some 
of  the  large  HSA’s  in  the  country  that  the  plan  is  approximately  1 
foot  thick.  We  think,  consistent  with  what  Dr.  Richmond  has  just 
stated,  that  it  takes  a lot  of  time  for  them  to  negotiate,  within  a 
community,  the  many  pieces  that  eventually  become  the  plan.  For 
example,  the  question  of  merger  which  occurred  in  your  State.  It 
takes  a great  deal  of  time  to  get  hospitals  to  work  together  to 
accomplish  what  has  been  detailed  in  the  plan. 

We  are  in  danger  of  doing  a lot  of  planning  for  planning’s  sake, 
without  any  outcome.  So  what  we  have  emphasized  here  is  a 3-year 
process.  If,  during  that  interval,  there  is  a piece  of  the  plan  that 
clearly  becomes  obsolete  or  ought  to  be  changed,  then  that  section 
could  be  amended,  rather  than  having  the  whole  plan  redone  each 
time.  That  is  our  basic  intent. 

Senator  Schweiker.  I think  the  proposal  makes  a lot  of  sense.  I 
certainly  would  favor  it  as  far  as  I hear  you  talk,  because  it  just 
seems  to  me  with  the  kind  of  paperwork  and  redtape  you  develop, 
you  are  doing  more  planning  and  administering,  and  while  plan- 
ning is  an  integral  part  of  it,  administering  is  also  an  important 
part.  I certainly  support  that. 

On  page  28,  you  criticize,  maybe  rightly  so,  our  3-year  authoriza- 
tion as  costing  too  much  at  $1.7  billion.  What  are  your  figures? 
What  do  you  propose? 
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Dr.  Foley.  We  are  proposing,  for  this  coming  year,  $115.4  million 
for  the  health  systems  agencies  and  $30  million  for  the  State 
agencies,  making  a total  of  $145.4  million. 

We  intend  to  track  the  performance  of  these  agencies  over  the 
next  6 months,  and  then,  after  our  budget  development  process, 
come  back  for  authorizations  for  the  next  2 years.  Between  now 
and  October  of  this  year,  we  have  to  make  a defense  within  the 
administration  for  how  successful  this  program  is.  We  will  be 
making  our  budget  projections  on  the  effectiveness  of  the  health 
systems  agencies  and  the  State  health  planning  agencies. 

We  assume  that  if  they  maintain  the  rate  at  which  they  are  now 
going,  given  the  successful  outcomes  we  have  been  able  to  identify 
in  terms  of  access  and  cost  containment  in  each  HSA  and  SHPDA 
in  the  country,  that  we  would  probably  be  able  to  argue  for  at  least 
a modest  increase  in  the  next  year,  depending  upon  the  budget 
constraints. 

Senator  Schweiker.  Can  you  give  us  a figure,  because  it  is  OK  to 
say  $1.7  billion  is  too  high,  and  it  well  may  be  too  high.  I may 
agree.  But  we  have  got  to  write  a bill  up  in  the  next  few  weeks.  I 
gather  you  have  one  figure  but  not  the  second-  and  third-year 
figures. 

Dr.  Foley.  That  is  correct. 

Senator  Schweiker.  Do  you  have  an  estimate?  I mean,  how  can 
$1.7  billion  be  too  high  if  you  do  not  have  a second-  and  third-year 
figure?  You  must  have  something  in  mind. 

Dr.  Foley.  We  would  be  prepared  to  come  back  with  an  answer, 
Senator  Schweiker,  but  I would  have  to  confer  with  others.  Frank- 
ly, there  has  to  be  some  negotiation,  between  now  and  October, 
between  the  Department  and  OMB  over  what  we  feel  has  been  a 
successful  outcome  of  the  planning  program. 

Senator  Schweiker.  When  can  you  give  us  an  answer?  I hope  not 
October.  We’ve  got  to  pass  a bill  in  the  next  month,  hopefully. 

Dr.  Foley.  We  would  attempt  to  come  back  with  an  answer  to 
you  in  the  next  few  weeks,  Senator. 

Senator  Schweiker.  Fine.  I am  not  disagreeing  with  what  you 
are  saying.  I just  would  like  a concrete,  specific  figure  that  we  can 
compare  with  ours. 

On  page  23  of  your  statement,  you  do  not  seek  extension  of  the 
facilities  construction  authority.  You  feel  they  are  counterproduc- 
tive, et  cetera. 

I wonder  if  you  would  capsulize  your  position  on  this. 

Dr.  Foley.  Senator,  we  have  clearly  identified  that  we  have  an 
overbedding  situation  in  this  country.  We  recognize  that  hospitals 
have  been  able  to  expand  their  plants  or  modernize  by  going  to  the 
bond  market. 

We  recognize  that  in  some  States,  such  as  New  York  State,  they 
have  put  a moratorium  on  the  letting  of  bonds  for  hospital  modern- 
ization and  construction  because  they  recognize  the  overbedding 
situation. 

We  think  in  this  situation,  at  least  for  the  next  2 to  3 years,  that 
we  ought  not  to  be  recommending  Federal  financing  for  these  types 
of  expenditures,  particularly  in  areas  that  are  overbedded. 

So,  as  a consequence,  we  are  not  recommending  a continuation  of 
that  program.  However,  that  could  change  in  subsequent  years  if  it 
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were  demonstrated  that,  in  various  parts  of  the  country,  there  was 
not  an  overbedded  situation  and  there  was  a need  for  assistance, 
particularly  for  public  hospitals. 

Senator  Schweiker.  All  right.  We  will  certainly  take  a look  at 
that  recommendation. 

That  is  all  I have,  Mr.  Chairman. 

Senator  Kennedy.  Senator  Javits? 

Senator  Javits.  Thank  you,  Mr.  Chairman. 

First,  gentlemen,  I join  my  colleagues  to  thank  Dr.  Richmond  for 
being  here  today  and  helping  with  these  matters.  I appreciate 
those  suggestions  that  you  have  made  for  cooperatively  working 
with  us.  As  far  as  my  staff  and  I are  concerned,  we  will  do  our 
utmost  to  fashion  with  you  what  is  an  effective  provision.  I also 
appreciate  your  general  endorsement  of  the  CLIA  legislation. 

One  observation  on  that.  We  have  included  in  our  bill  the  provi- 
sions respecting  medicare  providers  only  because  we  do  not  know 
as  yet  what  the  Finance  Committee  will  do.  That  is  their  jurisdic- 
tion. 

It  could  be  ours  but  normally  it  is  theirs.  Senator  Talmadge  is 
leading  the  effort  before  Finance.  It  would  be  our  purpose  to  see 
what  the  Finance  Committee  has  found  when  we  mark  the  bill  and 
then  act  accordingly,  bringing  it  to  the  floor  if  necesssary,  but 
always  bearing  in  mind  that  when  they  speak,  we  listen  and  pay 
strict  attention  to  what  they  wish. 

I have  a few  questions  while  we  are  on  CLIA.  I will  come  back  to 
the  nurses.  I notice  that  you  do  not  propose  to  omit  from  the  ambit 
of  the  regulatory  scheme  the  Indian  Health  Service  Laboratories. 

Obviously,  that  has  very,  very  grave  deficiencies.  I have  before 
me  a report  which  I would  like  to  include  in  the  record,  respecting 
these  particular  laboratories.  I will  just  read  one  short  paragraph: 

A total  of  10,738  deficiencies  were  identified  out  of  74  IHS  laboratories  responding 
to  the  self-assessment, 

which  they  made. 

This  is  an  average  of  145  deficiencies  per  laboratory.  The  number  ranged  from  a 
low  of  49  in  the  Albuquerque  area  to  323  deficiencies  with  the  laboratory  in  the 
Navajo  area. 

This  report  is  dated  1978,  addressed  to  the  Director  of  the  Indian 
Health  Service,  November  3,  1978,  from  the  chairman  of  the  task 
force  to  assess  IHS  laboratories.  I hope  you  will  give  that  your 
attention;  I am  pleased  to  see  that  you  have  abandoned  the  idea  of 
exempting  Federal  laboratories. 

But  I would  like  to  ask  you  this.  You  spoke  of  500  laboratories 
concerned  at  the  State  and  local  level.  What  assurance,  Dr.  Rich- 
mond, do  we  have  that  they  are  any  better?  What  evidence  do  we 
go  on  in  saying  that  they  ought  to  be  omitted  when  even  the 
Federal  laboratories  in  the  Indian  Health  Service,  at  least,  are  in 
such  horrible  condition? 

Dr.  Richmond.  Well,  sir,  I think  to  take  particularly  the  Indian 
Health  Service  laboratories,  for  a moment,  as  I indicated  in  re- 
sponse to  Senator  Kennedy, the  problem  there,  not  uncommonly,  is 
one  of  location.  There  is  great  difficulty  in  establishing  appropriate 
personnel  in  many  of  those  relatively  remote  areas. 
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The  Indian  Health  Service  laboratories  that  are  more  centrally 
located  tend  to  do  significantly  better  and,  as  you  have  indicated, 
we  are  in  the  process  of  taking  a hard  look  at  the  improvement  of 
those  laboratories. 

Concerning  State  and  local  health  department  laboratories,  I 
think  it  is  fair  to  say  that  there  has  been  a tradition  in  this 
country  of  States  and  local  health  departments  conducting  relative- 
ly reliable  laboratories,  and  certainly  in  my  experience,  they  have 
in  general  functioned  quite  well. 

Also,  I would  point  to  the  fact  that  our  agency  that  monitors  and 
has  developed  the  standards  as  you  know  for  the  monitoring  of  the 
quality  of  laboratory  work,  CDC,  is  involved  very  intimately  with 
State  health  departments  and  we  certainly  will  be  directing  the 
attention  of  State  health  officers  and  local  health  officers  to  this 
issue.  We  will  suggest  to  them  that  they  exercise  the  CDC  stand- 
ards. 

I think  that  a great  many  of  them  already  are,  but  it  would  be 
well  for  me  to  ask  CDC  to  see  to  that  extent  the  State  laboratories 
are,  indeed,  doing  this,  and  I would  be  happy  to  do  that. 

Senator  Javits.  Dr.  Richmond,  we  appreciate  that,  but  may  I 
point  out  that  many  of  our  struggles  highlighted  by  the  civil  rights 
struggle  were  based  upon  the  fact  that  States’  rights  have  to  be 
matched  by  State  responsibility. 

The  citizen  who  receives  this  service  from  a State  or  local  labora- 
tory is  also  a citizen  of  the  United  States.  Now,  if  they  do  an 
acceptable  job,  I am  all  for  letting  them  do  it.  However,  if  they  do 
not  obtain  accurate  results,  I will  not  condone  letting  the  citizens 
suffer,  because  his  local  laboratory  is  lax. 

So  I hope  in  this  respect,  because  the  cost  is  very  minor  com- 
pared to  the  costs  at  stake,  that  we  can  work  out  a provision  which 
will  follow  that  principle.  If  they  do  the  job,  great.  But  if  they  do 
not,  we  should  not  make  exceptions  because  they  are  a State  or 
local  agency. 

I think  that  is  the  big  revolution  in  American  law  in  terms  of  the 
Federal  Establishment.  We  will  work  with  you. 

Dr.  Richmond.  I am  very  sensitive  to  that,  Senator,  and  as  I have 
indicated,  CDC  has  many  relationships  with  State  and  local  health 
departments  more  generally.  I think  it  would  be  appropriate  for 
me  to  ask  them  to  review  the  quality  of  work  in  State  and  local 
health  departments. 

Senator  Javits.  Bearing  in  mind  that  they  are  not  generic,  some 
are  good  and  some  probably  are  pretty  bad. 

Dr.  Richmond.  I happen  to  know  the  State  laboratories  in  your 
home  State  and  they  are  superb. 

Senator  Javits.  Well,  I wish  that  were  true  of  them  all,  but  we 
are  not  superb  in  everything  either. 

May  I now  ask  you  about  this  interagency  agreement?  No  one 
appreciates  more  than  I that  perhaps  under  the  impulses  of  this 
legislation  and  the  fact  that  it  has  stimulated  thought  and  discus- 
sion, good  changes  are  being  made.  I hope  they  will  continue  to  be. 
That  is  what  we  are  all  about.  It  is  a performance  standard  that  I 
am  interested  in. 

How  long  has  the  current  interagency  agreement  proposed  been 
under  negotiation? 
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Dr.  Richmond.  That  interagency  agreement  has  been  function- 
ing, and  Mr.  Schafer  and  I have  signed  such  an  agreement  estab- 
lishing this  relationship. 

Senator  Javits.  You  have  already  done  that? 

Dr.  Richmond.  Yes. 

Senator  Javits.  So  it  is  now  final? 

Dr.  Richmond.  Yes;  as  of  March  17. 

Senator  Javits.  It  needs  no  further  approval.  How  long  did  it 
take  to  negotiate  it? 

Dr.  Richmond.  Well,  I think  functionally,  we  have  been  working 
as  though  we  had  an  agreement  virtually  since  I arrived  in  my 
office  some  20  months  ago.  It  has  taken  some  time  to  put  this  in 
writing  and  to  formalize  it. 

But  I do  not  feel  that  that  really  at  the  moment  is  changing  the 
functional  relationship.  I might  say,  Senator  Javits,  that  I have  not 
experienced  any  difficulty  in  developing  a very  close  and  intimate 
relationship  with  the  Health  Care  Financing  Administration, 
bringing  CDC  and  FDA  and  HCFA  together  in  a very  effective  way. 
I think  we  now  have  arrived  at  appropriate  divisions  of  labor. 

The  process  has  been  going  on.  We  do  not  need  to  change  the 
process,  but  we  have  consummated  a great  deal  of  change  in  the 
process  so  that  we  think  that  the  CDC  role  is  clear.  The  regulatory 
activities  are  all  now  being  handled  by  HCFA.  FDA  will  have  a 
minimal  regulatory  role  in  clinical  laboratories,  only  where  blood 
products  of  various  kinds  are  being  used. 

But  I would  say  we  really  consummated  this  relationship,  in  my 
view,  in  a most  effective  way. 

Senator  Javits.  In  the  view  of  our  provision  of  the  bill,  there 
shall  be  a director  of  the  centralized  administration.  In  view  of  the 
fact  that  you  have  now  actually  entered  into  this  agreement,  albeit 
has  taken  a long  while,  we  will  examine  that  with  you  because  this 
is  a reform  that  you  could  make  administratively  as  well.  We  will 
examine  that. 

Dr.  Richmond.  Correct. 

Senator  Javits.  I just  have  one  or  two  other  questions  on  the 
CLIA.  One  of  the  big  problems  that  I ran  into  that  caused  me  to 
take  such  a deep  interest  was  the  lack  of  professionalism  in  person- 
nel standards  in  an  area  which  is  so  sensitive  as  this,  especially  as 
all  of  these  practices  are  growing  and  heavier  dependence  is  being 
placed  upon  the  testing. 

All  of  us  are  very  much  aware  of  the  new  attitude  we  have 
toward  disease,  especially  in  sensitive  fields  like  cancer  where  test- 
ing is  really  important. 

Now,  you  say  in  your  statement:  “Presently  we  are  drafting  for 
publication,  as  a notice  of  proposed  rule-making  in  the  Federal 
Register,  a new  set  of  uniform  personnel  standards  for  clinical 
laboratories.” 

Now,  that  interests  me  greatly.  Do  we  have  any  idea  as  to  what 
you  are  doing  and  when  you  expect  to  complete  these  regulations? 

Dr.  Richmond.  I think  I might  ask  Dr.  Emmott  and  Dr.  Baum  if 
they  would  like  to  comment  on  that. 

Dr.  Baum.  Thank  you.  There  is  now  a completed  draft  of  the  new 
standards,  and  they  are  at  the  present  time  being  commented  on 
by  the  components  of  the  Department.  It  is  our  hope  that  within  a 
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very  short  time  we  will  have  such  a proposal  before  the  Secretary 
for  his  approval  for  publication  as  a notice  of  proposed  rulemaking. 

Senator  Javits.  Do  you  feel  that  you  are  really  accelerating 
progressively? 

Dr.  Baum.  Yes,  we  do. 

Senator  Javits.  Now,  is  that  in  response  to  deficiencies  which 
you,  yourself,  have  found? 

Dr.  Baum.  It  is  basically  in  response  to  the  Secretary’s  desire  and 
the  Department’s  desire  to  have  uniform  standards  across  all  of  the 
programs.  This  is  something  that,  actually,  has  been  in  the  making 
for  more  than  4 years. 

Just  recently,  however,  the  Secretary  has  asked  us  to  try  and 
simplify  those  requirements  so  they  would  be  more  in  line  with  the 
objectives  of  the  Department  as  well  as  the  approach  the  adminis- 
tration is  taking  toward  regulatory  matters. 

Senator  Javits.  We  must  go  over  that  again  with  you.  It  is 
extremely  important  to  me,  with  respect  to  this  bill,  to  see  how 
much  you  really  are  progressing  administratively.  We  will  work 
with  you  and  try  to  be  creative. 

Dr.  Richmond,  I understand  your  views  about  the  laboratories  in 
doctors’  offices  and  again,  we  will  work  with  you  constructively. 
We  understand  that  you  favor  the  House  bill. 

My  mind  is  not  at  all  closed.  I will  be  very  anxious  to  see  how 
my  colleagues  feel  and  try  to  work  something  out. 

Mr.  Chairman,  if  I can  have  2 more  minutes  on  the  nurses,  that 
is  all. 

Let  us  pass  now  to  that  subject  of  nursing.  The  aspect  troubling 
me  concerning  nursing  is  that  you  are  taking  a big  gamble  upon 
the  situation  continuing.  Our  Congressional  Budget  Office,  for  ex- 
ample, conditions  its  views  about  nurses  on  the  fact  that  the  status 
quo  of  such  programs  will  remain  unchanged. 

I gather  you  do  the  same  thing.  But  is  it  not  a fact  that  this 
program  will  change  very  materially  according  to  what  your  rec- 
ommendations— that  large  portions  of  it  be  eliminated? 

For  example,  you  are  proposing  the  elimination  of  student  assist- 
ance programs  on  the  ground  that  they  are  available  through  the 
Office  of  Education.  This  is  $44  million  out  of  $100  million. 

Nonetheless,  we  have  no  evidence  that  these  funds  are  adequate. 
There  are  many  claimants  to  those  funds  quite  apart  from  nurses. 
Secondly,  and  very  importantly,  we  are  giving  loan  forgiveness  to 
nurses  who  practice  in  medically  underserved  areas. 

Is  the  same  thing  available  under  the  generalized  assistance  for 
all  students  into  which  they  are  going  to  be  cast? 

Now,  these  are  questions  of  providence  which  it  seems  to  me  will 
have  to  be  answered  if  we  are  going  to  assume,  as  our  Budget 
Office  said  that:  “If  current  trends  continue,  supply  should  exceed 
or  roughly  equal  demand  in  the  future.” 

Your  latest  report  shows  that  you  think  we  will  have  just  about 
as  many  nurses,  $1,300, 000-plus,  with  or  without  this  kind  of  Feder- 
al support.  In  the  absence  of  implementing  information,  I must  say 
I doubt  that  very  much. 

Remember  that  our  bill  is  only  a 1-year  bill.  It  was  my  conviction 
and  that  of  the  29  Senators  who  joined  me,  that  before  dismantling 
such  a structure,  we  should  be  very  sure  of  our  data.  This  type  of 
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structure  would  be  difficult  to  reinstate,  due  to  other  career  com- 
mitments of  young  people,  et  cetera.  We  must  use  extreme  caution 
in  this  area  where,  previously,  we  have  had  serious  problems  due 
to  the  shortsighted  idea  that  money  could  be  saved  through  the 
abolition  of  the  program. 

That  is  the  appeal  that  I make  to  you,  and  any  comment  you 
wish  to  make  we  would  be  very  glad  to  hear. 

Dr.  Richmond.  Senator  Javits,  I will  make  some  comments,  and 
then  if  you  so  wish,  Dr.  Foley  will  elaborate  as  well.  We  largely 
were  interested,  I think,  in  capitation  as  a capacity  building  device, 
one  which  would  increase  the  output  of  the  schools  supply. 

We  think  the  nursing  schools,  by  and  large,  have  responded  very 
well  to  that  stimulus  so  there  has  been  the  very  dramatic  increase 
in  numbers  of  nurses  in  the  Nation,  and  the  ratio  of  nurses  per 
population  unit  is  much  more  favorable. 

In  the  past  decade,  we  have  gone  from  300  nurses  per  100,000 
people  to  about  395  per  100,000,  a very  significant  increase.  We 
think  the  potentiality  for  maintaining  that  output  is  there. 

We  have  to  remember  that  capitation  support  has  not  gone  to 
the  student,  and  it  is  somewhere  under  $200  per  student  per  insti- 
tution, so  that  it  is  roughly  around  8 percent  of  the  operational 
costs  of  those  institutions,  not  a very  large  proportion  of  their 
budget. 

We  think  the  potentialities  for  maintaining  the  output  of  nurses 
are  reasonably  good.  Other  issues  concern  student  support.  We 
think  student  support  will  be  available  in  other  ways,  particularly 
in  the  form  of  support  that  is  available  to  other  students  at  the 
collegiate  level. 

Nursing  students  are  at  the  collegiate  level  in  contrast  to  many 
students  in  other  health  professional  areas. 

The  other  issues  that  you  have  addressed,  of  course,  relate  to  the 
problems  concerning  distribution,  and  I do  not  think  that  the  dis- 
tributional problems  that  we  are  experiencing  will  be  solved  exclu- 
sively by  turning  out  larger  numbers. 

Our  experience  thus  far  has  indicated  that  with  physicians,  den- 
tists, and  nurses  we  just  are  not  experiencing  that  redistributional 
effect.  We  hope  to  use  such  devices  as  the  National  Health  Service 
Corps,  expanding  the  numbers  of  places  for  nursing  students  in 
that  program,  to  try  to  get  a redistributional  effect. 

The  loan  forgiveness  potentialities  are  matters  that  I think  Dr. 
Foley  can  address.  We,  in  general,  are  in  favor  of  loan  forgiveness 
if  those  students  end  up  practicing  in  underserved  areas. 

We  do  think  that  we  can  target  our  efforts  in  more  specific  ways, 
and  that  is  why  we  are  leaning  in  the  direction  of  special  projects. 
We  have  not  eliminated  special  projects.  We  think  it  is  well  to 
continue  support  for  nurse  practitioners  because  we  think  that  is  a 
direction  in  which  we  will  meet  some  of  the  service  needs  in 
underserved  communities  more  effectively  than  we  are  now  doing. 

I would  like  to  ask  Dr.  Foley  if  he  would  comment. 

Senator  Javits.  Doctor,  if  you  would  be  brief. 

Dr.  Foley.  I would  only  add  to  what  Dr.  Richmond  has  said, 
Senator,  that  we  know  now  that  we  have  a million  nurses.  We 
know  that  we  are  producing  83,000  nurses  a year.  Half  of  that  is  a 
replacement;  40,000  are  new. 
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On  that  projection,  we  know  that  by  1985  we  are  going  to  have 
the  number  that  is  indicated.  Discussion  should  not  just  be  focused 
on  professional  nurses.  I understand  your  request  for  the  IOM 
study  which  would  complement  what  we  are  doing  in  the  GMEN- 
NAC  area,  but  specifically  I would  urge  that  we  recognize  also  that 
in  the  area  of  nurses  aides,  attendants,  and  orderlies  we  have  an 
8.4-percent  unemployment  rate. 

We  think  that  we  should  target  our  resources  to  develop  career 
ladders  to  help  that  population  be  of  service  throughout  our  whole 
hospital  and  health  care  system.  What  we  are  suggesting  is  that  we 
have  moved,  very,  very  carefully  to  a strategy  using  our  resources 
to  place  graduates  in  underserved  areas  and  of  beginning  to  work 
on  the  other  allied  health  and  other  types  of  professionals  that 
would  link  to  nursing. 

We  must  determine  what  the  replacement  factors  are  for  certain 
functions  that  nurses  are  performing.  We  are  not  saying  that  all 
functions  of  nurses  can  be  done  by  other  health  personnel,  just  as 
we  are  not  making  that  statement  in  the  area  of  physicians.  But 
we  do  know  that  some  nursing  functions  have  changed.  We  are 
looking  at  factors  not  taken  into  consideration  in  earlier  studies. 
As  we  have  looked  at  hospital  mergers,  for  example,  we  are  finding 
that  the  ratio  of  nurses  in  relation  to  patients  is  decreasing. 

An  example  would  be  the  Akron  hospital  structure  in  which 
business  and  labor  have  moved  to  begin  to  reduce  the  size  of  the 
hospital,  and  as  a consequence,  staffing  levels  are  being  reduced. 

Yesterday,  as  I recall,  there  was  a specific  reference  by  spokes- 
men from  the  voluntary  sector  that,  as  they  move  to  reduction 
mechanisms  within  their  hospitals,  because  of  mergers  of  OB-GYN 
units,  et  cetera,  they  are  beginning  to  reduce  the  size  of  the  nurs- 
ing staffs. 

This  is  a factor  that  we  did  not  consider  2 and  3 years  ago  and 
that  we  all  have  to  begin  to  look  at  now. 

Senator  Javits.  Thank  you,  Dr.  Foley  and  Dr.  Richmond.  Thank 
you  very  much.  What  troubles  me  is  whether  collapsing  this  pro- 
gram in  1 year  is  really  enabling  us  to  see  the  hard  evidence  before 
we  act,  bearing  in  mind  that  it  is  very  hard  to  recreate  the  struc- 
ture. 

I am  not  persuaded,  but  we  will  certainly  look  at  your  data  with 
great  interest.  I want  to  be  sure  that  under  the  lash  of  the  Presi- 
dent’s directive  that  you  must  cut,  you  are  cutting  the  bulk. 

Thank  you,  Mr.  Chairman. 

Senator  Kennedy.  I also  want  to  comment  on  the  National 
Health  Service  Corps.  This  is  a field  that  is  only  open  to  a few 
specified  nurses  needed  in  underserved  areas — nurse  practitioners 
and  nurse  midwives.  The  Corps  is  not  a replacement  for  the  Feder- 
al assistance  now  given  to  those  in  straight  RN  training  programs. 

I want  to  thank  you  very  much,  Dr.  Richmond,  and  associates. 

Dr.  Richmond.  Thank  you  very  much,  Mr.  Chairman,  and  mem- 
bers of  the  subcommittee. 

Senator  Kennedy.  We  will  next  have  Dr.  B.  J.  Wilder,  M.D., 
professor  of  medicine  at  the  University  of  Florida,  and  I will  ask 
him  to  introduce  his  panel. 

Also,  would  Peyton  E.  Weary,  M.D.,  of  the  American  Academy  of 
Dermatology  join  the  panel,  please. 
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STATEMENT  OF  B.  J.  WILDER,  M.D.,  PROFESSOR  OF  MEDICINE 
(NEUROLOGY),  UNIVERSITY  OF  FLORIDA,  COLLEGE  OF 
MEDICINE;  ACCOMPANIED  BY:  BRENTA  DAVIS,  M.  ED.,  ASSO- 
CIATE PROFESSOR,  CLINICAL  LABORATORY  SCIENCES,  UNI- 
VERSITY OF  TENNESSEE,  CENTER  FOR  THE  HEALTH  SCI- 
ENCES; WILLIAM  HAUSLER,  PH.  D.,  DIRECTOR  OF  LABORA- 
TORY DIVISION,  IOWA  STATE  HEALTH  DEPARTMENT;  KATH- 
ERINE O’REILLY,  EXECUTIVE  DIRECTOR,  CONSUMER  FEDER- 
ATION OF  AMERICA 

Dr.  Wilder.  I am  delighted  to  be  here  today,  gentlemen.  I am  Dr. 
B.  J.  Wilder,  professor  of  neurology  at  the  University  of  Florida, 
College  of  Medicine  in  Gainsville,  Fla.  I am  a member  of  the 
Florida  Epilepsy  Foundation’s  professional  advisory  board,  and  a 
former  member  of  the  professional  advisory  board  of  the  Epilepsy 
Foundation  of  America  on  whose  behalf  I am  appearing  today. 

With  me  is  Ms.  Brenta  Davis,  associate  professor  of  clinical  labo- 
ratory sciences  at  the  University  of  Tennessee  Center  for  the 
Health  Sciences  in  Memphis,  Tenn.  Ms.  Davis  is  representing  the 
Coordinating  Council  for  Clinical  Laboratory  Technology. 

Also  appearing  is  Dr.  William  J.  Hausler,  Jr.,  director  of  the 
hygienic  laboratories  of  the  University  of  Iowa.  Dr.  Hausler  is 
representing  the  American  Society  for  Microbiology,  the  American 
Public  Health  Association  and  the  Association  of  State  and  Territo- 
rial Public  Health  Laboratory  Directors 
Also  here  with  us  is  Katherine  O’Reilly,  executive  director  of  the 
Consumer  Federation  of  America. 

I am  speaking  on  behalf  of  the  National  Coalition  of  CLIA  to 
urge  that  Congress  promptly  enact  S.  590,  The  Clinical  Laboratory 
Improvement  Act  of  1979. 

The  statement  I am  presenting  today  is  endorsed  by  a coalition 
of  18  national  organizations,  representing  health  education,  scien- 
tific, consumer,  senior  citizen  and  minority  interests. 

Our  combined  membership  totals  more  than  11  million  persons. 
We  know  that  high  quality  health  care  cannot  be  achieved  unless 
all  clinical  laboratories  comply  with  uniform  standards  of  perform- 
ance. 

S.  590  mandates  these  standards  and  thus  will  assure  the  kind  of 
health  care  the  American  public  needs.  This  legislation  is  vitally 
needed.  It  is  designed  to  resolve  three  critical  problems. 

First,  we  need  to  assure  reliable  laboratory  test  results.  When 
laboratory  tests  are  performed  inadquately,  erroneous  results  can 
lead  to  incorrect  diagnosis  and,  at  times,  critically  dangerous  treat- 
ment programs.  This  happens  too  often,  and  the  human  costs  are 
enormous  as  are  the  economic  costs. 

False  negative  results,  for  example,  can  leave  illness  or  problems 
undetected,  free  to  worsen,  eventually  requiring  extensive  treat- 
ment that  might  well  have  been  avoided  had  the  first  test  been 
correct. 

On  the  other  hand,  false  positive  test  results  can  cause  costly  and 
unnecessary  therapeutic  problems  such  as  surgery.  Moreover,  costs 
amount  when  erroneous  tests  lead  to  repetitive  testing. 

If  I could  depart  just  a moment  from  my  prepared  statement, 
and  give  some  information  regarding  the  experiences  in  the  area  of 


45-450  0-79-13 


188 


epilepsy  and  laboratory  procedures  dealing  with  antiepileptic 
drugs. 

One  of  the  major  advances  in  the  treatment  of  epilepsy  in  the 
past  20  years  has  been  the  development  of  techniques  which  allow 
accurate,  quantitive  measurement  of  drug  levels  in  patients  blood. 
These  levels  can  then  be  used  to  determine  dosage  changes  to  effect 
maximal  prevention  of  seizures  without  producing  toxic  results. 

In  my  capacity  at  the  university  and  having  been  instrumental 
in  developing  some  of  these  techniques,  I have  given  a number  of 
talks  to  primary  care  physicians  explaining  the  advantages  of 
using  laboratory  data  in  treatment  of  epileptic  patients. 

The  response  I generally  get  is  that  primary  care  physicians  are 
frightened  of  using  the  results  because  of  inaccuracies  that  have 
been  reported,  50-  to  100-percent  inaccuracies  in  lab  results  report- 
ed by  many  laboratories. 

In  1974,  the  Epilepsy  Foundation  of  America  began  a quality 
control  program  for  laboratories  which  performed  these  blood 
levels.  This  program  was  set  up  to  assist  in  improving  the  reliabil- 
ity of  the  testing,  and  an  initial  study  showed  that  there  was  less 
than  a 50-percent  reliability  rate  for  the  drugs  tested. 

By  1978,  the  450  laboratories  who  participated  in  this  voluntar- 
ily, I might  add,  had  improved  their  reliability  to  the  85-percent 
level.  However,  the  number  of  labs  which  were  performing  these 
tests  at  the  start  of  the  study  numbered  some  600  laboratories. 

By  1978,  there  were  some  4,000  laboratories  performing  these 
tests.  However,  still  only  450  had  availed  themselves  of  this  oppor- 
tunity of  improving  their  techniques.  So  this  indicates  that,  left  to 
chance,  people  often  will  not  avail  themselves  of  the  opportunity  to 
improve  the  procedures  they  are  doing. 

We,  in  the  area  of  epilepsy,  feel  that  this  is  of  vital  interest  in 
obtaining  accurate  lab  results.  I will  return  to  my  text,  now,  Sena- 
tor. 

Clinical  laboratory  testing  has  a significant  economic  impact  in 
relationship  to  overall  expenditures  in  the  health  care  field.  During 
1975,  it  was  estimated  that  nearly  5 billion  tests  were  conducted  by 
more  than  65,000  clinical  laboratories  for  an  average  of  more  than 
20  tests  per  person  in  the  Nation. 

According  to  the  1976  findings  of  the  Senate  Special  Committee 
on  Aging,  approximately  10  percent  or  $12  billion  out  of  $120 
billion  spent  for  health  in  1975  went  for  clinical  laboratory  serv- 
ices. 

Moreover,  by  1980,  it  is  projected  that  some  8.8  billion  tests  will 
be  conducted  annually  at  a cost  of  about  $15  billion.  We  believe 
that  many  of  these  human  and  economic  costs  can  be  greatly 
minimized,  if  not  completely  eliminated,  when  laboratory  testing  is 
performed  in  accord  with  those  standards  envisioned  in  S.  590. 

Secondly,  we  need  to  better  protect  the  consumer.  Consumers  of 
health  care  have  a right  to  expect  that  testing  will  be  performed  in 
accord  with  such  standards.  In  particular,  because  the  clinical  labo- 
ratory field  presents  such  a complex  area  for  the  general  public  to 
evaluate,  most  consumers  do  not  have  the  information  needed  to 
determine  such  matters  as  which  tests  and  what  laboratory  should 
be  selected  or  what  procedures  should  be  used  to  assure  the  reli- 
ability of  test  results. 
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Consumers  are  often  left  in  the  dark  about  the  quality  of  labora- 
! tory  tests  and  the  impact  such  testing  can  have  on  their  own 
? health,  and  finally,  S.  590  is  needed  to  enhance  the  efforts  of  HEW 
to  coordinate  effectively  multiple  legislative  authorities  involving 
I clinical  laboratories. 

j HEW,  as  mentioned,  has  tried  to  do  this  administratively  since 
I 1959  but  has  not  yet  completely  finalized  the  process.  Given  this 
historical  record,  we  are  convinced  that  HEW  needs  the  authority 
| contained  in  S.  590  to  cope  effectively  with  its  responsibilities  and 
insure  that  the  major  objective  of  improved  laboratory  performance 
on  a nationwide  basis  is  achieved. 

In  conclusion,  let  me  reiterate  that  the  member  organizations  of 
the  coalition  for  CLIA  represent  a large  cross-section  of  individuals 
who  have  a stake  in  laboratory  testing,  ranging  from  those  groups 
whose  members  actually  do  the  testing  to  other  groups  which 
directly  represent  consumers  who  are  on  the  receiving  end,  in 
terms  of  both  diagnosis  and  paying  the  bills.  We  know  that  the 
solutions  to  the  problems  I have  described  are  essential. 

The  beauty  of  this  legislation  is  that  it  resolves  these  problems. 
It  protects  both  our  health  and  our  health  care  dollar.  In  reviewing 
this  bill’s  predecessor,  S.  705,  the  Congressional  Budget  Office  esti- 
mated that  legislation  such  as  this  would  actually  save  money,  up 
to  $37.07  million  in  the  first  year  alone. 

There  is  no  reason  for  health  care  consumers  or  the  Federal 
Government  to  tolerate  incompetent  performance  in  the  labora- 
tory. We  believe  that  it  is  the  clear  responsibility  of  the  Federal 
Government  to  work  with  the  States  within  the  private  sector  to 
assure  that  reasonable  and  enforceable  standards  are  adhered  to  by 
laboratories. 

We  believe  that  CLIA  of  1979  is  the  vehicle  for  such  a program 
because  it  provides  the  basic  framework  necessary  to  assure  that 
the  public  interest  and,  indeed,  our  lives  are  appropriately  protect- 
ed in  the  delivery  of  laboratory  services. 

I thank  you  for  this  opportunity  to  share  my  views  with  you.  I 
have  several  antidotal  stories  concerning  patients  but  I am  sure 
time  is  short.  I will  be  happy  to  respond  to  any  questions  and  so 
will  the  members  with  me. 

Senator  Kennedy.  I would  like  to,  if  we  could,  hear  from  Dr. 
Weary,  and  then  we  will  come  back  to  the  questions. 

[The  prepared  statement  of  Dr.  Wilder  follows:] 
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I am  here  on  behalf  of  the  National  Coalition  for  CLIA  to  urge  that  Congress  promptly 
enact  S.  590,  the  Clinical  Laboratory  Improvement  Act  of  1979.  The  statement  I am 
presenting  today  is  endorsed  by  a coalition  of  18  national  organizations  representing 
health,  education,  scientific,  consumer,  senior  citizen,  and  minority  interests.  Our 
combined  membership  totals  more  than  11  million  persons.  We  know  that  high  quality 
health  care  cannot  be  achieved  unless  all  clinical  laboratories  comply  with  uniform 
standards  of  performance.  S.  590  mandates  these  standards  and  thus  will  assure  the 
kind  of  health  care  the  American  public  needs. 

This  legislation  is  vitally  needed.  It  is  designed  to  resolve  three  critical  problems. 
First,  we  need  to  assure  reliable  laboratory  test  results.  When  laboratory  tests 
are  performed  inadequately,  erroneous  results  can  lead  to  incorrect  diagnosis  and,  at 
times,  critically  dangerous  treatment  programs . This  happens  too  often  and  the  human 
costs  are  enormous.  So,  too,  are  the  economic  costs.  False  negative  test  results, 
for  example,  can  leave  illness  undetected,  free  to  worsen,  eventually  requiring  expensive 
treatment  that  might  well  have  been  avoided  had  the  first  test  been  correct.  On  the 
other  hand,  false  positive  test  results  can  cause  costly  and  unnecessary  therapeutic 
programs,  such  as  surgery.  Moreover,  costs  mount  when  errouneous  testing  leads  to 
repetitive  testing. 

Clinical  laboratory  testing  has  a significant  economic  impact  in  relationship  to 
overall  expenditures  in  the  health  care  field.  During  1975,  it  was  estimated  that 
nearly  5 billion  tests  were  conducted  by  more  than  65,000  clinical  laboratories 
(including  physician  office  labs)  or  an  average  of  more  than  20  tests  per  person  in 
the  nation.  According  to  the  1976  findings  of  the  Senate  Special  Committee  on  Aging, 
approximately  10%,  or  $12  billion  out  of  $120  billion  spent  for  health  in  1975,  went 
for  clinical  laboratory  services.  Moreover,  by  1980  it  is  projected  that  some 
8.8  billion  tests  will  be  conducted  annually  at  a cost  of  about  $15  billion. 
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We  believe  that  many  of  these  human  and  economic  costs  can  be  greatly  minimized,  if 
not  completely  eliminated,  when  laboratory  testing  is  performed  in  accord  with  those 
standards  envisioned  in  S.  590. 

Secondly,  we  need  to  better  protect  the  consumer.  Consumers  of  health  care  have  a 
right  to  expect  that  testing  will  be  performed  in  accord  with  such  standards,  in 
particular  because  the  clinical  laboratory  field  presents  such  a complex  area  for  the 
general  public  to  evaluate.  Most  consumers  do  not  have  the  information  needed  to 
determine  such  matters  as  which  tests  and  what  laboratory  should  be  selected  or  what 
procedures  should  be  used  to  assure  the  reliability  of  the  test  results.  Consumers 
are  often  left  "in  the  dark"  about  the  quality  of  laboratory  tests  and  the  impact  such 
testing  can  have  on  their  own  health. 

And  finally,  S.  590  is  needed  to  enhance  the  efforts  of  HEW  to  coordinate  effectively 
multiple  legislative  authorities  in  regulating  clinical  laboratories.  HEW  has  tried 
to  do  this  administratively  since  1975,  but  now,  more  than  four  years  later,  has  not 
yet  finalized  the  process.  Given  this  historical  record,  we  are  convinced  that  HEW 
needs  the  authority  contained  in  S.  590  to  cope  effectively  with  its  regulatory 
responsibilities  and  insure  that  the  major  objective  of  improved  laboratory  perfor- 
mance on  a nationwide  basis  is  achieved. 

In  conclusion,  let  me  reiterate  that  the  member  organizations  of  the  Coalition  for 
CLIA  represent  a large  cross-section  of  individuals  who  have  a stake  in  laboratory 
testing  --  ranging  from  those  groups  whose  members  actually  do  the  testing  to  other 
groups  which  directly  represent  consumers  who  are  on  the  receiving  end  in  terms  of 
both  diagnosis  and  paying  the  bills.  We  know  that  solutions  to  the  problems  I have 
described  are  essential. 
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The  beauty  of  this  legislation  is  that  it  resolves  these  problems.  It  protects 
both  our  health  and  our  health  care  dollar.  In  reviewing  this  bill's  predecessor  -- 
S.  705  --  the  Congressional  Budget  Office  estimated  that  legislation  such  as  this 
would  actually  save  money  — up  to  $37.07  million  in  the  first  year  alone. 

There  is  no  reason  for  health  care  consumers  or  the  federal  government  to  tolerate 
incompetent  performance  in  the  laboratory.  We  believe  that  it  is  the  clear  responsibility 
of  the  federal  government  to  work  with  the  states  and  appropriate  elements  within 
the  private  sector  to  assure  that  reasonable  and  enforceable  standards  are  adhered  to 
by  laboratories.  We  believe  that  CLIA  of  1979  is  the  vehicle  for  such  a program  because 
it  provides  the  basic  framework  necessary  to  assure  that  the  public  interest  — and 
indeed  our  lives  — are  appropriately  protected  in  the  delivery  of  laboratory  services. 

Thank  you  for  this  opportunity  to  share  our  views  with  you.  We  would  be  happy  to 
answer  any  questions  the  Committee  may  have. 
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Senator  Kennedy.  Our  next  witness  will  be  Dr.  Weary  who  is 
speaking  on  behalf  of  the  American  Academy  of  Dermatology. 

STATEMENT  OF  PEYTON  E.  WEARY,  M.D.,  AMERICAN  ACADEMY 
OF  DERMATOLOGY 

Dr.  Weary.  Thank  you,  Mr.  Chairman. 

I am  Dr.  Peyton  Weary.  I am  chairman  of  the  department  of 
dermatology  at  the  University  of  Virginia  School  of  Medicine,  and 
chairman  of  the  Council  on  Governmental  Liaison  of  the  American 
Academy  of  Dermatology. 

I may  digress  at  times  from  the  prepared  testimony  which  I have 
submitted.  First  of  all,  I would  like  to  say  that  we  have  been 
involved  with  the  CLIA  legislation  on  the  House  side  and  on  the 
Senate  side  in  the  past.  I am  very  pleased  to  note  that  one  of  our 
original  concerns  about  the  research  laboratories  exemption  has 
been  very  adequately  and  appropriately  addressed  in  this  present 
legislation. 

I would  also  like  to  digress  to  say  that  I believe  the  membership 
of  the  American  Academy  of  Dermatology  would  strongly  support 
the  testimony  that  was  given  by  the  Department  of  Health,  Educa- 
tion and  Welfare  in  regard  to  exempting  physician  office  laborato- 
ries until  a further  study  is  done. 

But  pending  that,  I would  like  to  point  out  one  of  our  very 
serious  concerns  about  S.  590.  In  comparing  S.  590  with  its  prede- 
cessor, B.  7 05,  it  is  apparent  that  several  very  important  portions  of 
S.  705  were  omitted  from  S.  590  which  will  have  profound  conse- 
quences. 

I have  noted  these  sections  in  the  testimony.  The  precise  lan- 
guage which  was  eliminated  is  as  follows: 

(D)(1)  Upon  such  conditions  as  the  Secretary  may,  by  regulation,  prescribe,  the 
Secretary  may,  upon  application,  exempt  from  the  national  standards  for  clinical 
laboratories  any  clinical  laboratory  (I)  which  is  located  in  the  office  of  and  operated 
by  a licensed  physician,  dentist  or  podiatrist  or  a group  of  such  practitioners,  and 
(II)  in  which  the  only  tests  or  procedures  which  are  performed  are  tests  or  proce- 
dures performed  by  such  a practitioner  in  connection  with  the  treatment  of  his 
patients. 

It  is  possible,  I believe,  that  because  of  the  similarity  of  these 
paragraphs  and  the  following  paragraphs  in  S.  705  that  these  state- 
ments were  eliminated  because  they  were  thought  to  be  redundant 
or  repetitious. 

They  are  not,  in  fact,  redundant,  and  were  inserted  in  S.  705  for 
a very  specific  and  important  purpose.  The  reason  for  their  inser- 
tion was  to  permit  physicians,  dentists  and  podiatrists  no  matter 
what  size  group  they  may  be  affiliated  with  to  perform  laboratory 
procedures  themselves  on  materials  from  their  patients. 

Elimination  of  these  portions  as  is  done  in  S.  590,  means  that 
under  the  proposed  regulations  physicians,  dentists  and  podiatrists 
in  groups  of  more  than  five  are  prohibited  from  performing  person- 
ally a wide  variety  of  simple  but  essential  diagnostic  office  proce- 
dures for  which  they  have  had  extensive  training  and  experience, 
unless  they  apply  to  have  their  laboratories  licensed  and  them- 
selves designated  as  laboratory  directors. 

I would  cite  examples  of  such  things,  and  I would  like  to  demon- 
strate one,  if  I may.  The  dermatologist  will  often  scrape  the  surface 
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of  the  skin  and  get  some  scales,  to  demonstrate  the  presence  of 
fungal  organisms. 

I show  you  here  an  example  of  a ringworm.  This  is  a fungus 
infection.  Notice  the  similarity  of  the  lesions  to  the  lesions  here  of 
an  entirely  different  disorder  called  pityriasis  rosea.  A clinician, 
even  a skilled  clinician  could  not  look  at  such  a lesion  and  say 
precisely  that  this  one  is  a fungus  infection  or  this  one  is  the  other 
condition. 

However,  we  can  simply  scrape  material  from  the  surface,  place 
it  on  a slide,  apply  a small  amount  of  potassium  hydroxide  and 
gently  heat  it,  and  then  in  the  fungus  infection  we  can  demon- 
strate these  fungal  organisms  you  see  on  this  slide.  This  is  an 
example  of  a simple  procedure  we  do  daily  in  our  office.  We  do  not 
charge  the  patients  for  it,  it  is  a very  cost-effective  procedure,  and 
it  allows  us  to  treat  these  conditions  precisely. 

Hematologists  regularly  examine  the  blood  smear  from  their 
patients  to  determine  the  cellular  morphology.  They  teach  students 
that  the  physician  who  fails  to  do  so  when  faced  with  certain  types 
of  anemia  or  blood  disorders  is  remiss. 

Allergists  frequently  examine  nasal  secretions  or  sputum  for  the 
presence  of  eosinophils,  a special  type  of  cell  which  would  help  to 
determine  if  the  patient  does,  in  fact,  have  allergic  upper  respira- 
tory disease. 

I have  cited  a number  of  other  examples  here — the  internist  who 
looks  at  material  from  cases  of  meningitis,  obstreticians,  and  so 
forth — and  I will  not  elaborate  on  these  at  the  present  time  other 
than  to  say  there  are  many  such  laboratory  procedures  which  are 
performed  either  regularly  or  only  occasionally.  However,  they  are 
procedures  which  are  simple  and  important  and  which  allow  the 
physician  to  treat  the  patient  in  a more  effective  way. 

The  American  Academy  of  Dermatology  feels  certain  that  the 
Congress  would  not  intentionally  wish  to  interfere  with  the  prac- 
tice of  medicine  nor  knowingly  create  obstacles  to  the  performance 
of  diagnostic  procedures  by  trained  physicians  which  would  allow 
them  to  exercise  their  skills  most  effectively. 

For  this  reason,  we  urge  that  353(c)(D)(i)(I)  and  353  (c)(D)(i)(II)  of 
the  Clinical  Laboratory  Improvement  Act  of  1977,  S.  705,  be  rein- 
stated in  S.  590  with  the  following  proviso. 

It  would  seem  entirely  inappropriate  to  require  physicians,  den- 
tists, or  podiatrists  to  submit  an  application  for  exemption  to  per- 
form laboratory  procedures  for  which  the  individual  is  trained,  and 
we  have,  therefore,  changed  the  language  slightly  and  this  is  sub- 
mitted in  the  written  testimony. 

I would  like  now  to  turn  to  a second  concern  which  the  Ameri- 
can Academy  of  Dermatology  has.  We  have  previously  testified 
that  we  recognize  the  need  for  such  legislation  to  eliminate  the 
fraud  and  abuse  potential  of  some  of  the  unscrupulous  laboratories 
and  to  assure  proficiency  and  quality  of  tests  in  interstate  laborato- 
ries, and  in  that  sense  we  agree  with  the  other  panelists  here  at 
the  table,  although  we  are  frankly  somewhat  skeptical  of  the  re- 
ports from  the  CDC  and  the  NBS  that  the  problem  of  quality 
control  is  as  severe  as  indicated. 

We  would  assert,  however,  that  while  the  Clinical  Laboratory 
Improvement  Act  of  1979,  S.  590,  represents  the  culmination  of  3 
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years  of  effort  to  eliminate  many  of  the  minor  imperfections,  this 
piece  of  legislation  is  still  a classic  example  of  costly  regulatory 
overkill. 

We  would  refer  to  the  minority  opinion  expressed  by  Congress- 
man James  M.  Collins  of  Texas  in  regard  to  the  Clincial  Labora- 
tory Improvement  Act  of  1976,  H.R.  14319,  in  which  the  following 
statement  appears: 

In  short,  this  legislation  goes  to  excessive  lengths  to  correct  perceived  problems. 
The  American  people  today  want  less  government.  They  want  less  bureaucracy. 
Americans  want  lower  taxes.  We  do  not  need  this  additional  level  of  legal  regula- 
tion. 

The  American  Academy  of  Dermatology  believes  those  senti- 
ments are  more  widely  accepted  today  as  true  than  in  1976  when 
they  were  written  and  that  they  are  applicable  to  S.  590  as  they 
were  to  H.R.  14319. 

We  believe  the  major  abuses,  which  prompted  this  proposed  legis- 
lation, can  be  readily  eliminated  by  a much  less  costly  and  admin- 
istratively simplier  bill  which  would: 

One:  Require  conformity  by  those  laboratories  which  are  most 
suspect  of  fraud  and  abuse. 

Two:  Establish  quality  controls  for  the  majority  of  laboratory 
procedures  performed. 

Three:  Require  proficiency  testing  for  the  majority  of  supervisory 
laboratory  personnel  and  the  majority  of  laboratory  technical  per- 
sonnel in  intrastate  laboratories. 

Four:  Eliminate  the  virtually  impossible  task  of  requiring  profi- 
ciency testing  and  quality  controls  for  the  multitude  of  less  fre- 
quently performed  procedures  for  which  national  standards  could 
only  be  created  at  enormous  cost  and  with  extreme  difficulty. 

To  accomplish  this,  we  would  propose: 

One:  That  national  standards,  as  called  for  in  the  bill,  be  re- 
quired only  for  the  30  procedures  most  commonly  ordered  by  physi- 
cians, dentists  or  podiatrists,  and  I have  submitted  the  list  of 
procedures  which  would  be  in  this  group.  Actually,  there  are  35  on 
the  list.  We  would  suggest  30. 

Two:  That  proficiency  testing  be  required  for  those  technical 
personnel  who  perform  such  procedures  with  the  exception  of  those 
individuals  exempted  elsewhere  in  the  bill. 

Three:  That  credentials  of  supervisory  personnel  who  oversee  the 
performance  of  such  procedures  be  subject  to  national  standards  in 
those  laboratories  which  are  exempted  elsewhere  in  the  bill. 

Since  the  laboratories  most  subject  to  fraud  and  abuse  are  apt  to 
be  those  which  expend  a majority  of  their  effort  in  the  performance 
of  high-volume  procedures,  it  would  seem  logical  to  conclude  that 
these  laboratories  would  come  under  the  scrutiny  of  the  regulatory 
agency  and  the  quality  of  the  30  procedures  for  which  they  must  be 
held  accountable  would  provide  a ready  reference  as  to  the  overall 
proficiency  of  the  supervisory  and  technical  personnel. 

For  those  laboratories  which  are  not  suspect  in  regard  to  fraud 
and  abuse,  the  same  quality  controls  would  assure  the  overall 
laboratory  proficiency. 

This  approach  would  be  far  less  costly  than  one  which  requires 
development  of  national  standards  for  possibly  as  many  as  1,000 
types  of  nonresearch  laboratory  procedures  which  may  be  per- 
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formed  at  hospital  laboratories  and  other  laboratories  daily  in  this 
country. 

To  effect  this  change  would  require  a very  minimal  alteration  in 
the  bill  language  and  we  have  submitted  the  changes  in  the  pre- 
pared testimony.  We  would  suggest  that  the  proposed  limitation 
would  be  a truly  cost-effective  innovation  and  ultimately  accom- 
plish all  that  the  legislation  intends  at  a fraction  of  the  cost. 

We  appreciate  the  opportunity  to  present  this  testimony  to  the 
subcommittee.  Thank  you,  Mr.  Chairman. 

Senator  Kennedy.  Dr.  Weary,  I think  you  heard  read  into  the 
record  some  of  the  problems  we  are  facing  in  terms  of  the  Indian 
Health  Service’s  inadequacy  of  the  laboratories  there. 

You  say  in  your  testimony  there  really  is  not  a need  for  this  type 
of  legislation,  that  the  problem  of  quality  control  is  not  as  severe  as 
indicated.  I am  sure  you  are  aware  of  the  1977  CDC  study  of  200 
medicare  laboratories  which  show  serious  deficiency,  the  HEW’s 
forward  plan  of  1978  through  1982  which  showed  serious  deficien- 
cies. 

I just  ask  you  what  your  basis  for  drawing  your  conclusion  is, 
based  on  the  fact  that  serious  studies  done  by  various  groups  have 
reached  conclusions  quite  to  the  contrary. 

Dr.  Weary.  Yes,  Mr.  Chairman,  I am  aware  of  those  studies.  I 
am  also  aware  of  the  fact  that  in  the  1967  study  that  was  submit- 
ted by  CDC,  there  were  several  members  of  the  committee  who 
were  not  at  all  satisfied  that  the  report  was  accurate. 

I would  also  call  your  attention  to  a report  from  the  Massachu- 
setts Medical  Society,  their  synopsis  and  proceedings  of  the  council 
meeting  of  May  18,  1977,  in  which  there  is  an  outline  of  a study 
that  was  done  in  the  State  of  Massachusetts  in  which  they  were 
not  able  to  duplicate  nor  to  substantiate  the  findings  of  8 to  25 
percent  inaccuracies. 

[The  following  was  received  for  the  record:] 
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REPORT  OF  THE  AD  HOC  COMMITTEE  TO  INVESTIGATE  THE 
DEPARTMENT  OF  HEALTH,  EDUCATION  AND  WELFARE 
5-25%  LABORATORY  ERROR  STATEMENT 

A.  PURPOSE 

At  Its  meeting  of  October  13,  1976.  the  Council  of  the  Massachusetts  Medical 
Society  voted  to  refer  a resolution  catling  for  a study  of  certain  laboratory  procedures  to 
committee.  Such  committee  was  to  determine  the  applicability  within  the  Com- 
monwealth of  a Department  of  Health,  Education  and  Welfare  allegation  that  8-257*  of 
laboratory  tests  are  In  error, 

B.  DEFINITION  OF  ERROR 

Since  any  set  of  measurements  is  subject  to  analytical  variation,  the  term  “error” 
requires  definition.  The  committee  defines  clinical  laboratory  error  as  a deviation  from 
a true  value  of  sufficient  magnitude  as  to  have  the  potential  to  mislead  a physician  with 
regard  to  diagnosis,  management  or  therapy.  Limits  of  such  medically  acceptable  varia- 
tion w ere  determined  for  each  procedure  both  by  reference  to  the  medical  literature  (1, 
2. 3)  and  by  informal  clinician  surveys  conducted  by  members  of  the  committee. 

C.  DATA  SOURCES 

1.  Regional  Quality  Control  Program  of  the  Massachusetts  Society  of  Pathologists 
(MSPUQCP).  Approximately  170  laboratories  within  the  Commonwealth  par- 
ticipate. 

2.  Laboratory  Improvement  Program  of  the  Massachusetts  Department  of  Public 
Health  (MUP). 

3,  College  of  American  Pathologists  Proficiency  Surveys  (CAP  Sutvey).  Material  from 
these  surveys  is  national  In  scope  with  up  to  8,000  laboratories  participating.  Since, 
results  for  Massachusetts  laboratories  could  not  be  extracted  from  the  overall  data, 
such  data  have  inferential  value  only. 

4,  Center  for  Disease  Control  and  Bureau  of  Biologies  of  the  Food  and  Drug 
Administration.  Nationwide  survey  material  for  hepatitis  B antigen  testing.  As  with 
the  material  from  the  College  of  American  Pathologists  Proficiency  Surveys,  results 
for  Massachusetts  laboratories  could  not  be  extracted  from  the  overall  data  and  such 
data,  therefore,  similarly  has  inferential  value. 

D.  FINDINGS  AND  INTERPRETATIONS 

1.  IIchioxMh'ii 

**'  Medically  acceptable  variation:  ± 1 .0  g/dl.  at  14  g/dl.  level  ± 7%) 

MSPRQCP: 

Mean  14.0  g/dl. 

SD  0.25  g/dl. 

Avc.  CV  1.8% 

CAP  Surrey  (Set  H-B  1976): 

"True"  mean  (Cyanmethemoglobin)  11.1 

“All  methods”  mean  10,9 

Deviation  —0.2  g/dl. 

(1.8%) 

Interpretation 

(a)  Precision:  based  on  the  MSP  data,  the  average  participating  laboratory 
deviates  from  Its  mean  to  a medically  important  degree  less  than  t % of  the 
time, 

(b)  Accuracy:  CAP  Survey  results  indicate  the  deviation  of  the  mean  of  all 
methods  from  the  “true”  mean  value  to  be  within  acceptable  limits, 

(c)  The  DHEW  error  rate  allegation  of  $-25%  appears  invalid  for  hemoglobin. 

2.  Hematocrit 

Medically  acceptable  variation:  ±3.0  hct.  units  at  44  hct.  unHleret(±  7%) 
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MSPRQCP: 

Mean  43.6  hct . units 

SO  1.02  hct. 

units 

Are.  CV  2.3% 

CAP  Survey  (Set  H-8  1976): 
"True”  value  (microhematocril) 
Mean  “all  methods”  « 

Deviation 


32.6  hct.  units 
33.9  hct.  units 
1.3  hct.  units 
(4%) 


Interpretation 
(a) 


Precision:  based  on  the  MSP  data,  the  average  participating  laboratory 
deviates  from  its  mean  to  a medically  important  degree  less  llun  i%  of  the 
time. 

(b)  Accuracy:  CAP  Survey  results  indicate  the  deviation  of  the  mean  of  ail 
methods  from  the  "true"  mean  value  to  be  within  acceptable  limits, 

(c)  The  DHEW  error  rate  allegation  of  8*25%  appears  invalid  for  hematocrit. 
3.  White  Blood  Count 

Medically  acceptable  variation:  ± 1000  cctls/cmm.  at  7000  cclis/cmm.  level  (± 
14%) 

MSPRQCP: 

Mean  7,3xlOVcmm. 

SD  0.28  * lOVcntm. 

Arc.  CV  3.8%  , 

CAP  Survey  (Set  H-B  1976): 

“True”  value  (Coulter  Particle  Counter) 

Mean  all  methods 

Deviation 


13.8 

13.4 

— 400cc!!s/cmm. 
(—2.9%) 


Interpretation 

(a)  Precision:  based  on  the  MSP  data,  the  average  participating  laboratory 
deviates  from  its  mean  to  a medically  important  degree  levs  than  1%  of  the 
time, 

(b)  Accuracy:  CAP  Survey  results  indicate  the  deviation  of  the  mean  of  "all 
methods"  from  the  "true"  mean  to  be  within  acceptable  limits, 

(c)  The  DHEW  error  rate  alienation  of  fi-25%  appears  in  vilify  fur  While  llhuid 
Count. 

Prothrombin  Time  , 

Medically  acceptable  variation:  ± 1 .5  sees,  at  1 2 sec.  level  ( ± 12%) 

MSPRQCP: 

Mean  11.8  sees.  - 

SD  0.43  sees.  V 

Avc.  CV  3.7% 

CAP  Survey: 

“True"  value  (Fibromctcr-Brain  t2.9 

■thromboplastin) 

Mcanof  "ah  methods"  l2.3 

Deviation  0,6  secs.  (4.7%) 

Interpretation 

(a)  Precision:  based  on  the  MSP  data,  the  average  participating  laboratory 
deviates  from  its  mean  to  a medically  important  degree  less  than  l % of  the 
time. 

ft)  Accurancy:  CAP  Survey  results  Indicate  (he  deviation  of  the  mean  of  "all 
methods"  from  the  “true"  mean  value  to  be  within  acceptable  limits. 

(e)  The  DHEW  error  rate  allegation  of  8-25%  appears  invalid  for 
Prothrombin  Time, 
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5,  Piateleti  — No  data  available. 

6,  Outvie 

Mcdtc.llr.emptableviri.tkm:  ± ffcmgAfl. ** t»*f/dt.  lmf(±  8%) 
MSPRQCK 

Mean  9?  mg/dl, 

SD  3.8  mg/dl. 

Ave.CV  3.9% 

CAP  Sunny  (Set  C-D  1976): 

•True”  value  (Hcxoklnaie) 

Mean  of  “all  methods” 

Deviation  of  mean  from  true  value 

interpretation 

(a)  Precision:  based  on  the  MSP  data,  the  average  participating  laboratory 

f deviates  from  its  mean  to  a medically  important  degree  less  than  S%  of  the 

time, 

(b)  Accuracy:  CAP  Survey  results  indicate  the  deviation  of  the  mean  of  "all 
methods”  from  the  “true”  mean  value  to  be  within  acceptable  limits, 

(e)  The  DHEW  error  rate  allegation  of  8*25%  appears  invalid  for  Glucose. 

7,  BUN 

Medically  acceptable  variation:  ± 3 mg/dl.  at  25  mg/dl.  (±  12%) 

MSPRQCP: 

Mean  19  mg/dl. 

SD  . 1.0  mg/dl. 

Ave.CV  5.5% 

CAP  Surety  (Set  C-D  1976): 

"True"  value  (Bert helot  reaction)  49.9  mg/dl, 

Mean  of  “all  methods*’  48.4  mg/dl. 

Deviation  of  all  methods  from  “true"  value  —1.5  mg/dl. 

(-3%) 

interpretation 

(a)  Precision:  baaed  on  the  MSP  data,  the  average  participating  laboratory 
deviates  from  Hs  mean  to  a medically  important  degree  less  than  5%  of  the 
time. 

(M  Accuracy:  CAP  Survey  results  indicate  the  deviation  of  the  mean  of  all 
methods  from  the  "true”  mean  value  to  be  within  acceptable  limits, 

(e)  The  DHEW error  rate  aiiefiution  of  d-25%  appears  invalid for  DUN. 

* Stuilunt 

Medially  acceptable  variation:  ± SmEq/l.at  IdOmEq/l.  level  (±  3.5%) 
MSPRQCP: 

Mean  147mEq/l. 

SO  1.9mEq/!. 

Ave.CV  1.3% 

CAPSVRVEY  (Set  C-D  1976): 

True"  value  (Flame  emission  photometty)  139.7  mEq/1. 

Mean  of  ”#8  methods"  139.8  mEq/l. 

Deviation  0.1  mEq/. 

(0.07%) 

interpretation 

(a)  Precision:  based  on  MSP  data,  the  average  participating  laboratory 
deviates  from  Hs  mean  to  a medically  Important  degree  less  than  S%  of  the 
time. 

(b)  Accuracy:  CAP  Survey  results  Indicate  the  deviation  of  the  mean  of  all 
methods  from  the  "true”  mean  value  to  be  within  acceptable  limits, 

(e)  The  DHEW  error  tot*  tlieguthn  of  9-25  % appeort  in  eel  id  for  Sodium. 

% Potassium 

1 an 


88.8  mg/dl. 
&S.5  mg/dl. 
-3.3  mg/dl. 
(-3.7%) 
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Medically  acceptable  variation:  ± 0.2  mEq/dl.  st  4.5  mEq/1,  level  (±4%) 
MSPRQCP:  4 

Mean  4.4mE8q/I. 

SO  O.i  mEq/1. 

A vc.  CV  2.4% 

CAP  Survey  (Set  C-D  1976): 

“T rue"  value  (Flame  emission  photometry)  6.00  m Eq/ 1 . 

Mean  of  "oil  method*"  5.9SmEq/l. 

Deviation  0.02  m Eq/ 1 . 

(3J%) 

Interpretation 

(a)  Precision : bated  on  MSP  data,  the  average  participating  laboratory 
deviates  from  it*  mean  to  a medically  Important  degree  about  5%  of  the 
time, 

(b)  Accuracy:  CAP  Survey  result*  indicate  the  deviation  of  the  mean  of  all 
methods  from  the  “true"  mean  value  to  be  within  acceptable  limits. 

(e)  The  DHEW  error  rate  allegation  of  8-25%  appears  invalid  for  Potassium. 
JO.  Blood  pH  — No  published  data  available. 

1 1 . Blood  PCOi  — No  published  data  available. 

12.  Blood PO,  — No  published  data  available. 

13.  Hepatitis  B Surface  Antigen 

Data  Sources:  CAP  Survey.  Center  for  Disease  Control  and  Bureau  of 

Biologies  of  FDA.  all  t976. 

Results:  97.5%  correct  responses 

Interpretation 

The  accuracy  of  testing  for  hepatitis  B surface  antigen  by  third  generation  tests 
thows  an  error  rate  below  the  8-25%  alleged  by  DHEW.  It  should  be  noted  that 
third  generation  test*  are  required  in  the  examination  of  all  donor  blood. 

\ A, Syphilis  Serology 

Resuhs:  MLlPSurvey.  1976  — 98.4%  correct  responses 

CAP  Series  C 1976  — 96.7%  correct  responses 

Interpretation 

Data  both  for  Massachusetts  laboratories  (ML1P)  and  national  laboratories 
(CAP)  reveals  an  error  rate  less  than  the  8-25%  alleged  by  DHEW, 

15.  Anatomic  Diagnosis  of  Cancer  — No  published  data  available.  \ 

16.  Papanicolaou  Smears  — No  published  data  available. 


17.  Urine  Culture 
Data  Source: 
Results: 

MLIP,  1976, 

Oul  of  the  10  most  frequent  isolates  from  urine  cultures  ac- 
counting for  over  90%  to  total  urine  isolate^  the  following 
5 organism*  were  tumbled  to  participating  hospitals, 
designated  as  “urine  cultures": 

E.  coli 

K.  pneumoniae 
P.rettgcri 

Entcrobactcr.  cloacae 
Staph,  aureus 

Interpretation 

Agreement  between  participating  and  reference 
laboratories  exceeded  95%.  E.  coli,  in  particular,  which  ac- 
count* for  approximately  65%  of  all  urine  isolates,  was 
identified  correctly  97%  of  the  time. 

Massachusetts  laboratories  can  identify  the  commonly  encountered 
etiological  agent*  of  urinary  tract  infection  with  an  error  rale  below  the 
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8-25*  rate  alleged  by  DHEW. 

1*.  Urine  Colony  Count  — No  published  data  available. 

19.  Blood  Typing 

Data  Source:  MLIP.  March  1975  and  March.  1976. 

Results:  Agreement  between  participating  and  reference 

laboratories  eicecded  99*. 

20.  Compatibility  Testing 

Data  Source:  MU  P.  March  1 976. 

Results:  Cross-match  results  of  participating  laboratories  were  In 

agreement  with  reference  laboratory  100%  of  the  time. 

Interpretation 

The  error  rate  for  Massachusetts  laboratories  for  blood  typing  and 

Wood  compatibility  testing  is  below  the  8-25%  alleged  by  DHEW. 

E.  RESULTS  OF  OPINION  SURVEY  OF  MASSACHUSETTS 

MEDICAL  SOCIETY  COUNCILORS 

115  councilors  responded  to  a questionnaire  submitted  at  the  Council  meeting  of 
February  10.  1977.  For  thirteen  of  the  tests  listed,  96-100%  of  the  responders  disagreed  with 
the  DHEW  allegations.  For  three  of  the  tests.  90-95%  disagreed  and  for  four  of  the  tests. 
85-89%  disagreed.  The  responding  councilors  are  considered  to  be  a representative  sample 
of  Massachusetts  physicians.  The  majority  of  such  physicians  indicate  that  for  the  majority 
of  tests  specified,  they  believe  the  error  rate  is  below  the  8-25%  level  alleged  by  DHEW.  It 
is  of  interest  to  note  that  the  four  tests  assessed  most  poorly  (85-89%  disagreeing  with 
OH£W)  were  hemoglobin,  hematocrit,  white  cell  count  and  platelet  count.  For  platelet 
count  no  precision  or  accuracy  data  is  available.  For  the  other  three  tests,  data  is  availaWe 
and  indicates  a iohomtory  precision  and  accuracy  within  acceptable  limits.  (This  poses  a 
question  regarding  Intra-individual  variation  tor  blood  anatytes  limited  exclusively  to  the 
vascular  compartment.  Discussion  of  this  question  Isbeyond  the  scope  of  this  report.) 

P.  GENERAL  CONCLUSION 

Reliable  accuracy  and  precision  data  for  those  procedures  where  such  data  exist  indicate 
that  levels  of  accuracy  and  precision  of  Massachusetts  laboratories  arc  within  medically 
Useful  limits.  Rased  on  such  data,  reinforced  Ity  live  results  of  the  survey  of  the  councilors  and 
the  experience  of  the  members  of  the  Committee,  it  is  the  opinion  of  the  Committee  that  the 
8*25%  error  rate  allegation  by  DHEW  is  not  valid.  The  Committee  cannot  address  those  pro- 
cedures forwhieh  no  data  is  available  and  Is  of  the  opinion  that  any  statements  by  DHEW 
regarding  error  rates  for  such  procedures  are  Inappropriate.  It  Is  furthermore  the  view  of  the 
Committee  that  the  determination  of  acceptable  limits  of  variation  of  testing  in  clinical 
laboratories  is  a medical  decision  which  should  be  made  appropriately  by  members  of  the 
physician  community.  Based  on  these  conclusions,  the  Committee  offers  the  following 
resolutions: 

I.  Resolved,  that  for  the  following  procedures,  vlat 
Blood  typing 

Blood  compatibility  testing 
Syphilis  serology 

Hcpatitis-ossoiated  antigen  (H8.A,) 

Serum  potassium 
Serum  sodium 
Blood  or  scrum  glucose 

Blood  or  scrum  urea  nitrogen  * 

Hemoglobin 

Hematocrit 

White  blood  ceil  count 
Prothrombin  time 
Urine  culture 
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existing  performance  data  for  laboratories  within  the  Commoi'iwcalt1 
Massachusetts  indicate  that  error  rates  arc  below  the  §-25%  rate  alleged  b; 
Department  of  Health,  Education  and  Welfare. 

2.  Resolved,  that  no  threat  to  the  public  health  and  welfare  of  citizens  withti 
Commonwealth  exists  on  the  basts  of  clinical  laboratory  performance. 

3.  Resolved,  that  the  determination  of  medically  acceptable  limits  of  clinical  labor 
variation  Is  a medical  judgment  which  should  be  made  by  the  physician  comtnui 

4.  Resolved,  that  this  report  be  communicated  to  the  Commissioner  of  Public  Hca 
the  Commonwealth  and  the  Secretary  of  the  Department  of  Health,  Education 
Welfare. 

GEORGE  F.  KWASS.  M.D..  Chair 
BRADLEY  F.  COPELAND,  N 
DAVID  M.McGOLDRICK,  h 

The  next  order  of  business  was  the  presentation  under  suspensio 
the  rules  of  the  resolution  of  the  Barnstable  District  to  the  effect  that 
Committee  on  Advocacy  for  Members  in  Socio-Economic  Affairs  be  u 
pointed  and  continue  its  assigned  activities.  This  was  done  by 
Frederick  J.  Duncan. 

This  was  amended  by  vote  to  leave  out  the  third  “Executive  Boa 
SO  that  the  end  of  the  resolution  would  read:  “of  five  members,  chairr 
and  four  members”.  The  whole  resolution,  as  amended,  was  then 
proved  and  appears  below: 

WHEREAS,  the  CAMSEA  wax  established  by  the  Council  as  a committee  or 
vocncy  for  members  in  the  socio-economic  affairs  and 

WHEREAS,  the  CAMSEA  was  continued  as  a subcommittee  of  the  Fxec>- 
Board  by  the  President  approved  by  the  Executive  Board  and  the  Council  to  pursue 
vocacy  for  members  in  socio-economic  affairs  and 

WHEREAS,  there  is  no  other  Medical  Society  committee  charged  with  or  purs 
■such  advocacy  or  charged  with  the  planning  and  implementation  of  action  program 
the  achievement  of  physician  socio-economic  goals  and 

WHEREAS,  the  Executive  Board  of  the  Massachusetts  Medical  Society  serves 
Raison  committee  between  the  Society  and  Blue  Shield  and  Blue  Cross  and  other  t 
party  carriers,  and  the  CAMSEA,  a subcommittee  of  the  Executive  Board  has  been 
forming  this  function  and  meeting  regularly  for  the  past  two  years  on  matters  of  sc 
economic  importance,  reporting  its  recommendations  to  the  Executive  Board  o 
deliberation  and 

WHEREAS,  the  charge  to  the  CAMSEA  has  not  yet  been  fulfilled  despit 
diligent  efforts,  therefore,  be  it 

RESOLVED:  That  the  Council  of  the  Massachusetts  Medical  Society  direct 
President  to  reappoint  a CAMSEA  a Subcommittee  of  the  Executive  Board  subjc 
the  approval  of  the  Executive  Board  composed  of  five  members  (Chairman  at 
members) 

That  the  Council  of  the  Massachusetts  Medical  Society  direct  the  CAMSEA  to 
tinue  with  planning,  organizing  and  Implementing  appropriate  action  programs  fo 
achievement  of  the  socio-economic  goals  of  the  physicians  subject  to  the  approval  o 
Executive  Board. 

Under  suspension  of  the  rules,  the  following  resolution  from  Ha 
den  was  considered: 
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Circular  of  Advanced  Information 
for  Councilors 


11  JOINT  MEETING  OKTJ1K  COMMITTEE 

12  ONI’UUL.KHKAI.TH 

t.<  AND  Till:  SECTION  ON  PATHOLOGY 

I I The  meeting  wav  called  In  .order  Friday,  December  ft.  1*1 7«  at  the  Harvard  Club.  .174 

15  Ciinimnavvcatth  Avenue,  llnvUm,  by  Nicholas  Itutnara.  (Tairman  of  the  Committee  on* 

16  Public  Health.  Dr.  Uradlcy  E.  Copeland,  representing  Dr.  A.W.  Janes,  Chairman  or  the 

1 7 Section  on  Pathology,  was  also  in  the  chair. 

18  Those  invited  included: 

19  Mr.  Stephen  Toccti,  Staff  Assistant  to  Representative  Edward  Markey  of  Malden  and 

20  the  Seventh  Congressional  District;  . 

21  Dr.  George  F.  Grady,  Director  of  the  Bureau  of  Laboratories  of  the  State  Department  of 

22  Public  Health,  Commonwealth  of  Massachusetts,  representing  Commissioner  Jonathan 
2.1  Fielding: 

24  Ur.  .Stuart  Shapiro,  representing  Senator  Edward  Kennedy,  sent  word  that  he  would  be 

25  avaiiable  for  a meeting  in  the  near  future  in  Boston; 

26  Mr.  Joseph  Califano,  Secretary  of  the  Department  of  Health,  Education  and  Welfare. 

27  received  the  invitation,  but  had  no  comment: 

2H  Surgeon  General  Julius  Richmond  did  not  received  the  invitation,  and  it  was  forwarded 
2*>  to  hint. 

JO  lit  preparation  for  the  meeting,  the  invited  guests  were  sent  a list  of  the  medical 
Ji  laboratory  tests  currently  paid  for  by  Blue  Shield  of  Massachusetts.  Data  secured  from 
32  DHEW  under  the  Freedom  of  Information  Ael  was  also  included. 

3J  A specific  proposal  was  made  that  if  a particular  lest  was  identified  as  having  an  8%  or 

34  greater  error  rate,  the  Section  on  Pathology  would  start  an  immediate  remedial  program. 

35  Mr.  Tocco  commented  tha:  in  his  conversation  with  the  individuals  in  the  Department 
M>  of  Health,  Education  and  Welfare,  it  was  mentioned  that  the  laboratories  in  Massachusetts 
)7  were  of  generally  high  calibre  and  that  the  nationwide  need  for  regulatory  legislation  did  not 
3$  apply  in  Massachusetts.  Mr.  Tocco  further  stated  that  future  national  legislation  would 

39  probably  contain  mechanisms  for  exemption  by  State  from  national  laboratory  regulation, 

40  He  stated  that  although  Massachusetts  appears  to  be  in  a very  good  position  for  exemption, 
4)  it  would  behoove  the  Medical  Society  and  the  State  Department  of  Public  Health  to  make  a 
4t  thorough  evaluation  of  any  problem  areas  so  that  when  federal  legislation  was  passed, 

43  Massachusetts  would  be  ready  to  qualify  for  exemption, 

44  Dr.  Grady  stated  that  if  the  Department  of  Health,  Education  and  Welfare's  statement 
4$  Is  intended  to  mean  that  8-25%  of  all  medical  laboratory  tests  done  in  Massachusetts  are  in 

46  error,  he  would  not  expect  such  a high  error  rate  as  described  by  the  Department  of  Health. 

47  F.ducation  and  Welfare.  This  is  because  the  total  number  and  variety  of  laboratory  tests  per* 

48  formed  annually  is  weighted  by  a disproportionately  large  component  of  relatively  simple 
Vi  procedures  performed  in  larger  laboratories  that  have  a high  degree  of  internal  quality  con- 
30  trot.  He  alto  stated  that  he  corroborated  the  low  error  rate  in  syphilis  serology  testing  which 
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1 was  pointed  out  in  the  report  of  the  Ad  Hoe  Committee*  to  Investigate  the  D panment  of 

2 Health.  Education  and  Welfare  Error  Statement. 

J Dr.  Grady  also  emphasized  the  in  difficulty  defining  the  word  error,  and  t c specific 

4 need  for  more  specific  definitions.  He  indicated  that  there  were  specific  areas  of  l.  Vral.ory 

5 testing  for  specific  categories  of  laboratories  in  which  there  appeared  to  be  a i sd  fo 
6? technical  improvement.  He  emphasized  the  fact  that  different  categories  of  laboratoi  *s  ap 

7 peared  to  have  different  problems.  He  offered  assistance  to  the  Medical  Society  and  me.  ion 

8 cd  the  Clinical  Laboratories  Advisory  Committee,  Mr.  John  Norris.  Esq.,  Chairman,  ;nd 

9 Ms.  Nancy  Ridley,  Director  of  the  Bureau  of  Laboratories  Licensure  and  Certification,  as  s 

10  dividuals  who  could  also  be  very  helpful  in  this  effort. 

1 1 The  following  principles  were  agreed  upon  by  members  of  the  Section  on  Pathology  am: 

12  the  Committee  on  Public  Health; 

l J I . That  any  test  that  had  a total  error  rate  in  excess  of  8%  was  a threat  to  live  public 

14  health  of  chi/cnsof  the  Commonwealth: 

15  2.  That  when  sueh  a test  is  defined,  there  should  be  immediate  corrective  action 

3 6 undertaken  by  the  Section  on  Pathology.  It  is  understood  that  error  in  this  context 

17  means  a test  repm  which  has  an  adverse  effect  on  patient  care. 

18  It  was  pointed  out  by  Dr.  Honiara  that  we  were  .specifically  addressing  the  statement  ril 

19  the  Department  of  Health.  Education  and  Welfare  concerning  the  total  error  rate  for  the 

20  total  number  of  tatmratnry  tests.  Dr.  ITuwara  indicated  that  he  would  expect' the  Section  <«• 

21  Pathology  to  be  in  active  communication  with  the  Department  of  Health,  Education  and 

22  Welfare  and  Dr.  Grady  m order  to  identify  any  specific  tests  wltere  improvement  is 

23  laboratory  testing  is  deemed  necessary. 

24  RECOMMENDATION!  That  the  council  approves  the  proposal  that  the  seetlon  on 

25  Pathology  Cooperate  with  the  Department  of  Health,  Education  and  Welfare  and  the 

26  Massachusetts  Stott  Department  of  Public  Health  to  Identify  specific  medical  labors  loo 

27  tests  which  need  Improvement  and  that  the  section  on  pathology  should  take  steps  to  In 

28  stitute  remedial  programs  for  the  tests  so  Identified. 

24  *wf  the  Mass  Medical  Society 


Submitted  by  A.  W.  Janes. 
Chairman,  Section  on  Pathology 


Matters  to  be  considered 
at  the  stated  meeting  of  the  Council 
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10:00  a.m. 
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Howard  Johnson  57  Hotel 
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Senator  Kennedy.  That  is  good  news  for  Massachusetts.  But  I do 
not  know  whether  that  is 

Dr.  Weary.  We  do  not  say  there  is  not  a need  for  legislation.  We 
have  always  said  that  there  is  a need  for  it.  What  we  are  saying  is 
that  there  is  a better  and  less  costly  way  to  accomplish  it  and 
which  would  accomplish  the  same  objectives. 

Senator  Schweiker.  You  are  not  against  having  a clinical  bill, 
are  you? 

Dr.  Weary.  Not  at  all,  Senator.  In  fact,  we  have  not  said  that. 
We  are  skeptical  of  some  of  the  8 to  25  percent  figures,  but  we  are 
not  against  having  legislation.  We  have  not,  at  any  time,  testified 
in  that  regard. 

Senator  Schweiker.  As  I understand,  you  support  a bill,  and  a 
suggestion  you  make  is  that  where  a physician  performs  the  test 
himself,  that  he  be  exempt  from  getting  a license,  is  that  correct? 

Dr.  Weary.  That  is  correct,  sir. 

Senator  Schweiker.  And  that  is  very  similar  to  what  we  heard 
from  HEW,  or  something  close  to  that,  in  terms  of  a study  and  not 
to  act  at  this  point. 

Dr.  Weary.  Yes.  They  would  also  exempt  all  of  physician  office 
laboratories  for  the  time  being,  and  I would  certainly  support  this, 
but  I think  even  so,  that  where  a physician  has  been  trained  and 
has  the  experience  to  do  procedures,  that  physician  under  what- 
ever bill  is  adopted  should  be  allowed  to  pursue  those  procedures. 
This  is  what  we  are  trained  to  do,  Senator.  I train  my  students  to 
do  these  things. 

Senator  Schweiker.  Your  exemption  would  not  apply,  as  I un- 
derstand it,  if  a medical  technologist  employed  by  the  physician 
performed  that  test,  is  that  correct  or  not? 

Dr.  Weary.  First  of  all,  I do  agree  with  the  proposal  from  the 
administration  that  at  least  this  be  held  in  abeyance  for  the  time 
being.  It  is  reasonable  to  assume  that  possibly  there  may  be  a need 
to  require  some  proficiency  testing  on  the  part  of  personnel  who 
are  employed  by  physicians  in  an  office  to  do  these  tests,  but  I do 
think  that  until  the  information  is  available  that  it  would  be  best 
to  hold  this  in  abeyance. 

Senator  Schweiker.  Now,  the  other  point  you  are  making  is  that 
if  the  bill  is  to  focus  on  what  I thought  the  purpose  of  the  bill  was 
which  was  medicaid  fraud  mills  and  storefront  labs  where  I ac- 
knowledge the  abuse  and  where  obviously  that  is  the  part  that  has 
primarily  been  exposed  and  rightly  so,  that  if  we  pick  some  30 
procedures,  that  this  covers  about  90  percent  of  the  work  that 
these  kind  of  labs  do,  and  that  in  all  practical  purposes,  you  are 
curing  the  problem  without  getting  beyond  some  30  or  35  proce- 
dures, is  that  correct? 

Dr.  Weary.  That  is  correct,  Senator.  It  is  very  difficult  for  me  in 
the  short  time  allowed  to  get  the  data  together,  but  I have  re- 
viewed the  report  on  fraud  and  abuse  prepared  by  the  Select  Com- 
mittee on  Aging,  and  in  that  report,  they  show  one  example  of  a 
storefront  lab  order  sheet. 

On  that  order  sheet,  there  are  72  tests,  and  of  the  72,  30  were  in 
this  group  that  I have  proposed.  I would  venture  to  say  that  prob- 
ably those  30  most  commonly  ordered  tests  account  for  probably  90 
percent  of  the  volume  of  that  laboratory. 
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That  laboratory  could  not  exist  without  doing  those  30  proce- 
dures I am  quite  convinced. 

Senator  Schweiker.  And  how  many  tests  or  laboratory  proce- 
dures would  there  be  beyond  the  30? 

Dr.  Weary.  If  you  are  talking  about  nonresearch  laboratory  pro- 
cecures,  it  is  difficult.  AAMC,  I think,  did  a study  a few  years  ago 
in  which  they  got  up  to  about  850  when  they  lost  track  of  it. 

Senator  Schweiker.  The  Association  of  American  Medical  Col- 
leges said  there  are  some  800? 

Dr.  Weary.  They  have  looked  into  this.  I do  not  think  that 
anybody  at  this  point  any  idea  exactly.  I talked  to  my  own  labora- 
tory people  and  they  said,  “Probably  close  to  1,000.”  But  I have  no 
cost  idea  at  this  point.  You  really  have  to  go  around  the  country 
and  sample  all  the  different  hospitals  and  see  what  they  are  doing. 

I would  guess  that  a ballpark  figure  might  be  anywhere  from  800 
to  1,000  studies.  We  are  not  talking  about  research  procedures  now. 
We  are  talking  about  procedures  that  are  done  sometimes  only 
once  a month  or  once  every  2 months,  but  they  are  done  on 
patients  or  specimens  from  patients. 

Senator  Schweiker.  So  your  point  is  that  by  covering  90  percent 
you  solve  the  basic  fraud  problem  and  we  do  not  burden  the 
Government  with  a lot  regulation  and  procedure  tests  that  maybe 
do  not  even  apply  except  in  a few  cases,  is  that  correct? 

Dr.  Weary.  That  is  quite  correct,  Senator.  In  fact,  there  are 
probably  procedures  being  done  right  now  in  this  country  which 
may  only  be  done  in  two  or  three  laboratories  in  the  United  States 
or  maybe  one  here  and  one  in  Sweden  or  somewhere. 

There  is  no  way  that  I could  think  that  one  could  develop  the 
national  standards  or  quality  proficiency  testing  for  such  infre- 
quently done  procedures  where  there  is  no  national  expert  except 
in  that  laboratory  or  one  or  two  laboratories  that  are  doing  it. 

So  how  does  one  develop  proficiency  testing  for  these  procedures? 
It  would  be  an  enormous  and  very  costly  process. 

[The  prepared  statement  of  Dr.  Weary  follows:] 
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TESTIMONY  OF 
PEYTON  E.  WEARY,  M.D . 

ON  BEHALF  OF 

THE  AMERICAN  ACADEMY  OF  DERMATOLOGY 
IN  REGARD  TO 

THE  CLINICAL  LABORATORY  IMPROVEMENT  ACT  OF  1979 
CS .590) 

SUBMITTED  TO 

THE  HEALTH  SUBCOMMITTEE  OF 
THE  SENATE  LABOR  AND  HUMAN  RESOURCES  COMMITTEE 
UNITED  STATES  SENATE 

MARCH  16,  1979 
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THE  AMERICAN  ACADEMY  OF  DERMATOLOGY,  THE  REPRESENTATIVE 
ORGANIZATION  FOR  OVER  90%  OF  THE  APPROXIMATELY  5070  DERMATOLOGISTS 
IN  THE  UNITED  STATES,  IS  PLEASED  TO  SUBMIT  THE  FOLLOWING  TESTIMONY 
IN  REGARD  TO  THE  CLINICAL  LABORATORY  IMPROVEMENT  ACT  OF  1979  (S.590). 
TESTIMONY  HAS  BEEN  PRESENTED  BY  THE  ACADEMY  ON  SEVERAL  OCCASIONS  IN 
THE  PAST  BEFORE  THE  HEALTH  SUBCOMMITTEE  OF  THE  HOUSE  ON  H.R.  11341, 

THE  COMPANION  LEGISLATION  TO  S.  705,  THE  PREDECESSOR  OF  S.590  AND 
DURING  THE  DELIBERATIONS  ON  S.705  DISCUSSIONS  WITH  MEMBERS  OF  THE  SENATE 
SUBCOMMITTEE  STAFF  ABOUT  S.705  WERE  INITIATED  BY  THE  ACADEMY. 

THE  AMERICAN  ACADEMY  OF  DERMATOLOGY  WISHES  TO  EXPRESS  ITS  SERIOUS 
CONCERN  ABOUT  S.590  AS  FOLLOWS: 

I.  IN  COMPARING  S.590  WITH  ITS  PREDDECESSOR  S.705,  IT  IS  APPARENT 
THAT  SEVERAL  VERY  IMPORTANT  PORTIONS  OF  S.705  WERE  OMITTED  FROM 
S.590  WHICH  WILL  HAVE  PROFOUND  CONSEQUENCES.  THE  PORTIONS 
ELIMINATED  FROM  S.705  ARE: 

SECTION  353  CO  CD)  CD  CO  AND 
SECTION  353  Cc)  CD)  Cl)  (II) 

THE  PRECISE  LANGUAGE  ELIMINATED  IS  AS  FOLLOWS: 

"CD)  (i)  UPON  SUCH  CONDITIONS  AS  THE  SECRETARY  MAY  BY 
REGULATION  PRESCRIBE,  THE  SECRETARY  MAY  UPON  APPLICATION, 

EXEMPT  FROM  THE  NATIONAL  STANDARDS  FOR  CLINICAL  LABORATORIES 
ANY  CLINICAL  LABORATORY  - 

"CD  WHICH  IS  LOCATED  IN  THE  OFFICE  OF,  AND  OPERATED  BY, 

A LICENSED  PHYSICIAN,  DENTIST  OR  PODIATRIST,  OR  A GROUP  OF 
SUCH  PRACTITIONERS,  AND  "(11)  IN  WHICH  THE  ONLY  TESTS  OR 
PROCEDURES  WHICH  ARE  PERFORMED  ARE  TESTS  OR  PROCEDURES  PERFORMED 
BY  SUCH  A PRACTITIONER  IN  CONNECTION  WITH  THE  TREATMENT  OF 


HIS  PATIENTS.' 
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BECAUSE  OF  THE  SIMILARITY  WITH  THE  PARAGRAPHS  FOLLOWING 
SECTION  353  Cc)  CD)  Cii)  CO  AND  SECTION  353  Cc)  CD)  CiO  (II)  IT  IS 
POSSIBLE  THAT  THESE  STATEMENTS  WERE  ELIMINATED  BECAUSE  THEY  WERE  FELT  TO  BE 
REDUNDANT  OR  REPETITIOUS.  THEY  ARE  NOT,  IN  FACT,  REDUNDANT  AND  WERE 
INSERTED  IN  S.705  FOR  A VERY  SPECIFIC  AND  IMPORTANT  PURPOSE.  THE  REASON 
FOR  THEIR  INSERTION  WAS  TO  PERMIT  PHYSICIANS,  DENTISTS  AND  PODIATRISTS, 

NO  MATTER  WHAT  SIZE  GROUP  THEY  MAY  BE  AFFILIATED  WITH,  TO  PERFORM 
LABORATORY  PROCEDURES  THEMSELVES  ON  MATERIALS  FROM  THEIR  PATIENTS. 

THE  ELIMINATION  OF  THESE  PORTIONS  AS  IN  S.590  MEANS  THAT  UNDER  THE 
PROPOSED  REGULATIONS  PHYSICIANS,  DENTISTS  AND  PODIATRISTS  IN  GROUPS  OF  MORE 
THAN  FIVE  ARE  PROHIBITED  FROM  PERFORMING  PERSONALLY  A WIDE  VARIETY  OF 
SIMPLE  BUT  ESSENTIAL  DIAGNOSTIC  OFFICE  LABORATORY  PROCEDURES  FOR 
WHICH  THEY  HAVE  HAD  EXTENSIVE  TRAINING  AND  EXPERIENCE  UNLESS  THEY 
APPLY  TO  HAVE  THEIR  LABORATORIES  LICENSED  AND  THEMSELVES  DESIGNATED 
AS  LABORATORY  DIRECTORS.  WE  WOULD  CITE  AS  EXAMPLES  OF  SUCH  SIMPLE  BUT 
IMPORTANT  LABORATORY  PROCEDURES  THE  FOLLOWING: 

1.  DERMATOLOGISTS  OFTEN  SCRAPE  THE  SCALE  FROM  THE  SURFACE  OF  SKIN 
LESIONS  SUSPECTED  OF  BEING  FUNGAL  IN  NATURE.  THESE  SCALES, 

WITH  A MINIMUM  OF  PREPARATION,  ARE  EXAMINED  UNDER  THE  MICROSCOPE 
TO  DETECT  THE  FUNGAL - ORGANI SMS . ALL  DERMATOLOGISTS  AND  MANY 
NON-DERMATOLOGIST  PHYSICIANS  ARE  TRAINED  TO  DO  THIS  SIMPLE 
PROCEDURE  WHICH  ALLOWS  PRECISE  IDENTIFICATION  OF  THE  LESION 

AS  FUNGAL  AND  THUS  THE  USE  OF  APPROPRIATE  TREATMENT. 

2.  HEMATOLOGISTS  REGULARLY  EXAMINE  THE  BLOOD  SMEAR  FROM  THEIR 
PATIENTS  TO  DETERMINE  THE  CELLULAR  MORPHOLOGY.  THEY  TEACH 
STUDENTS  THAT  THE  PHYSICIAN  WHO  FAILS  TO  DO  SO  WHEN  FACED  WITH 


CERTAIN  TYPES  OF  ANEMIA  OR  BLOOD  DISORDERS  IS  REMISS. 
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3.  ALLERGISTS  FREQUENTLY  EXAMINE  NASAL  SECRETIONS  OR  SFUTIM 

FOR  TrE  PRESENCE  OF  EOSINOPHILS,  A SPECIAL  TYPE  OF  CEIL,  JfrilCH 
WOULD  rELP  TO  DETERMINE  IF  TRE  PATI3JT  DOES,  IN  FACT,  HAVE 
ALLERGIC  UPPER  RESPIRATORY  DISEASE, 
t.  INTERNISTS  AND  FEDIATRI C IANS  INVARIABLY  EXAMINE  CERE3SOSPINAL 
FLUID  IMMEDIATELY  AFTER  WITHDRAWAL  TO  DETERMINE  TrE  PRESENCE 
OF  BACTERIAL  OR  YEAST  ORGANISMS  IN  SUSPECTED  CASES  OF  MENINGITIS. 

5.  OBSTETRICIANS  REGULARLY  EXAMINE  VAGINAL  SECRETIONS  FOR  TEE 
FRESENCE  OF  YEAST  ORGANISMS  CCANDIOA  ALBICANS)  OR  TRICHOMONAS 
■ORGANISMS  IN  PATIENTS  WITH  VAGINITIS  OR  VAGINAL  DISCHARGE. 

6.  CARDIOLOGISTS  -OFTEN  PERSONALLY  PERFORM  ELECTROCARDIOGRAMS  ON 
7T-EIR  PATIENTS.  ONE  MUST  ASSUME  THAT  SINCE  BIOPHYSICAL  LASRQATQRY 
PROCEDURES  ARE  MENTICKE3  IN  TEE  DEFINITION  OF  A CLINICAL 
LABORATORY,  TEE  ELECTROCARDIOGRAM  IS  INCLUDED. 

7.  THERE  ARE  MANY  OTHER  EXAMI NATI  CTtS , SOME  PERFORMED  REGULARLY, 

OTHERS  OCCASIONALLY  3Y  PHYSICIANS  UEHSELVES  ON  BODILY  SECRETIONS 
CR  EXCRETIONS  NHICH  TrE  PHYSICIAN  CAMCT  CR  WILL  NOT  ENTRUST  TO 

A ROUTINE  CLINICAL  LABORATORY. 

THE  AMERICAN  ACADEMY  OF  DERMATOLOGY  FEELS  CERTAIN  THAT  TrE  CONGRESS 
WOULD  NOT  INTENT! CNALLY  WISH  TO  INTERFERE  WITH  TrE  PRACTICE  CF  MBHCINE 
‘CR  KNOWINGLY  CREATE  OBSTACLES  TO  TrE  PERFORMANCE  €F  DIAGNOSTIC 
■MANEUVERS  BY  TRAINED  PHYSICIANS  WHICH  WOULD  ALLOW  ~rEM  TO  EXERCISE 
TrEIR  SCI  ILLS  MOST  EFFECTIVELY . FOR  THIS  REASON  WE  URGE  IHST  SECTION 
353  Cc)  CD)  CD  (I)  AND  SECTION  353  Cc)  CD)  CD  CII)  CF  TEE  CONICAL 
LABORATORY  IMPLEMENT  ACT  OF  1977  CS.705)  SE  REINSTATED  IN  S.590  WITH 
TrE  FOLLOWING  FRCWTSO.  IT  WOULD  SEE“  ENTIRELY  INAPPROPRIATE  TO  REQUIRE 
A PHYSICIAN,  DENTIST  -OR  PODIATRIST  TO  SUBMIT  AN  APPLICATION  FOR 


214 


EXEMPTION  TO  PERFORM  LABORATORY  PROCEDURES  FOR  WHICH  THE  INDIVIDUAL 
IS  TRAINED.  WE  WOULD,  THEREFORE,  SUGGEST  THE  FOLLOWING  ADDITIONS  TO  THE 
LANGUAGE  OF  S.590  (UNDERLINED  BELOW): 

SECTION  372  Cf) 

"(3)  (A)  UPON  SUCH  CONDITIONS  AS  THE  SECRETARY  MAY 
BY  REGULATIONS  PRESCRIBE,  THE  SECRETARY  SHALL  EXEMPT 
FROM  THE  NATIONAL  STANDARDS  FOR  CLINICAL  LABORATORIES 
ANY  LABORATORY  - 

(1)  WHICH  IS  LOCATED  IN  THE  OFFICE  OF,  AND  OPERATED  BY 
A LICENSED  PHYSICIAN,  DENTIST  OR  PODIATRIST  OR  A GROUP 
OF  SUCH  PRACTITIONERS,  AND 

(ii)  IN  WHICH  THE  ONLY  TESTS  OR  PROCEDURES  WHICH  ARE 
PERFORMED  ARE  TESTS  OR  PROCEDURES  PERFORMED  BY  SUCH  A 
PRACTITIONER  IN  CONNECTION  WITH  THE  TREATMENT  OF  HIS 
PATIENTS. 


(3)  (A) 


II.  THE  AMERICAN  ACADEMY  OF  DERMATOLOGY  HAS  PREVIOUSLY  TESTIFIED 
THAT  IT  RECOGNIZES  A NEED  FOR  SOME  LEGISLATION  TO  ELIMINATE  THE 
FRAUD  AND  ABUSE  POTENTIAL  OF  SOME  UNSCRUPULOUS  LABORATORIES, 

AND  TO  ASSURE  PROFICIENCY  AND  QUALITY  OF  TESTS  IN  INTRASTATE 
LABORATORIES,  ALTHOUGH  WE  ARE  FRANKLY  SKEPTICAL  OF  REPORTS  FROM 


"(B)  UPON  SUCH  CONDITIONS  AS  THE  SECRETARY  MAY  BY  REGULATION 
PRESCRIBE,  THE  SECRETARY  MAY  EXEMPT  FROM  THE  NATIONAL 
STANDARDS  FOR  CLINICAL  LABORATORIES  ANY  CLINICAL 

LABORATORY  

Ci)  ETC. 
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THE  C.D.C.  AND  THE  N.B.S.  THAT  THE  PROBLEM  OF  QUALITY  CONTROL 
IS  AS  SEVERE  AS  INDICATED.  WE  WOULD  ASSERT,  HOWEVER,  THAT, 

WHILE  THE  CLINICAL  LABORATORY  IMPROVEMENT  ACT  OF  1979  CS.590) 
REPRESENTS  THE  CULMINATION  OF  THREE  YEARS  OF  EFFORT  TO  ELIMINATE 
MANY  OF  THE  MINOR  IMPERFECTIONS,  THIS  PIECE  OF  LEGISLATION  IS 
STILL  A CLASSIC  EXAMPLE  OF  COSTLY  REGULATORY  OVERKILL.  WE  WOULD 
REFER  TO  THE  MINORITY  OPINION  EXPRESSED  BY  CONGRESSMAN  JAMES 
M.  COLLINS  OF  TEXAS  IN  REGARD  TO  THE  CLINICAL  LABORATORY  IMPROVEMENT 
ACT  OF  1976  (H.R.  14319)  IN  WHICH  THE  FOLLOWING  STATEMENT  APPEARS: 
"IN  SHORT  THIS  LEGISLATION  GOES  TO  EXCESSIVE  LENGTHS  TO  CORRECT 
PERCEIVED  PROBLEMS.  THE  AMERICAN  PEOPLE  TODAY  WANT  LESS  GOVERNMENT. 
THEY  WANT  LESS  BUREAUCRACY.  AMERICANS  WANT  LOWER  TAXES.  WE  DO 
NOT  NEED  THIS  ADDITIONAL  LEVEL  OF  LEGAL  REGULATION."  THE  AMERICAN 
ACADEMY  OF  DERMATOLOGY  BELIEVES  THOSE  SENTIMENTS  ARE  MORE  WIDELY 
ACCEPTED  TODAY  AS  TRUE  THAN  IN  1976  WHEN  THEY  WERE  'WRITTEN  AND 
THAT  THEY  ARE  AS  APPLICABLE  TO  5.590  AS  THEY  WERE  TO  H.R.  14319. 

WE  BELIEVE  THE  MAJOR  ABUSES  WHICH  PROMPTED  THIS  PROPOSED  LEGISLATION 
CAN  BE  READILY  ELIMINATED  BY  A MUCH  LESS  COSTLY  AND  ADMINISTRATIVELY 
SIMPLER  BILL  WHICH  WOULD: 

1.  REQUIRE  CONFORMITY  BY  THOSE  LABORATORIES  WHICH  ARE  MOST 
SUSPECT  OF  FRAUD  AND  ABUSE. 

2.  ESTABLISH  QUALITY  CONTROLS  FOR  THE  MAJORITY  OF  LABORATORY 
PROCEDURES  PERFORMED. 

3.  REQUIRE  PROFICIENCY  TESTING  FOR  THE  MAJORITY  OF  SUPERVISORY 
LABORATORY  PERSONNEL  AND  THE  MAJORITY  OF  LABORATORY  TECHNICAL 
PERSONNEL  IN  INTRASTATE  LABORATORIES. 

4.  ELIMINATE  THE  VIRTUALLY  IMPOSSIBLE  TASK  OF  REQUIRING  PRO- 
FICIENCY TESTING  AND  QUALITY  CONTROLS  FOR  THE  MULTITUDE 
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OF  LESS  FREQUENTLY  PERFORMED  PROCEDURES  FOR  WHICH  NATIONAL 
STANDARDS  COULD  ONLY  BE  CREATED  AT  ENORMOUS  COST  AND  WITH 
EXTREME  DIFFICULTY. 

TO  ACCOMPLISH  THIS  WE  WOULD  PROPOSE  THAT: 

1.  NATIONAL  STANDARDS  AS  CALLED  FOR  IN  THE  BILL,  BE  REQUIRED 
ONLY  FOR  THE  30  PROCEDURES  MOST  COMMONLY  ORDERED  BY  . 
PHYSICIANS,  DENTISTS  OR  PODIATRISTS  CSEE  APPENDIX  A). 

2.  THAT  PROFICIENCY  TESTING  BE  REQUIRED  FOR  THOSE  TECHNICAL 
PERSONNEL  WHO  PERFORM  SUCH  PROCEDURES  WITH  THE  EXCEPTION 
OF  THOSE  INDIVIDUALS  EXEMPTED  ELSEWHERE  IN  THE  BILL. 

3.  THAT  CREDENTIALS  OF  SUPERVISORY  PERSONNEL  WHO  OVERSEE  THE 
PERFORMANCE  OF  SUCH  PROCEDURES  BE  SUBJECT  TO  NATIONAL 
STANDARDS  IN  THOSE  LABORATORIES  WHICH  ARE  NOT  EXEMPTED 
ELSEWHERE  IN  THE  BILL. 

SINCE  THE  LABORATORIES  MOST  SUBJECT  TO  FRAUD  AND  ABUSE  ARE 
APT  TO  BE  THOSE  WHICH  EXPEND  A MAJORITY  OF  THEIR  EFFORT  IN  THE 
PERFORMANCE  OF  HIGH  VOLUME  PROCEDURES,  IT  WOULD  SEEM  LOGICAL  TO 
CONCLUDE  THAT  THESE  LABORATORIES  WOULD  COME  UNDER  THE  SCRUTINY 
OF  THE  REGULATORY  AGENCY  AND  THE  QUALITY  OF  THE  30  PROCEDURES  FOR 
WHICH  THEY  MUST  BE  HELD  ACCOUNTABLE  WOULD  PROVIDE  A READY  REFERENCE 
AS  TO  THE  OVERALL  PROFICIENCY  OF  THEIR  SUPERVISORY  AND  TECHNICAL 
PERSONNEL . 

FOR  THOSE  LABORATORIES  WHICH  ARE  NOT  SUSPECT  IN  REGARD  TO  FRAUD 
AND  ABUSE,  THE  SAME  QUALITY  CONTROLS  WOULD  ASSURE  THE  OVERALL 
LABORATORY  PROFICIENCY. 

THIS  APPROACH  WOULD  BE  FAR  LESS  COSTLY  THAN  ONE  WHICH  REQUIRES 
DEVELOPMENT  OF  NATIONAL  STANDARDS  FOR  THE  OVER  1000  TYPES  OF 
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LABORATORIES  AND  OTHER  LABORATORIES  DAILY  IN  THIS  COUNTRY. 

TO  EFFECT  THIS  CHANGE  WOULD  REQUIRE  VERY  MINIMAL  ALTERATION 
IN  THE  BILL  LANGUAGE  AS  FOLLOWS  (ADDITIONAL  LANGUAGE  UNDERLINED): 
"NATIONAL  STANDARDS 

"SEC.  372.  (a)  WITHIN  ONE  YEAR  AFTER  THE  DATE  OF 
ENACTMENT  OF  THE  CLINICAL  LABORATORY  IMPROVEMENT 
ACT  OF  1979,  THE  SECRETARY  SHALL  PUBLISH  PROPOSED 
NATIONAL  STANDARDS  FOR  THE  50  MOST  COMMONLY  ORDERED 
LABORATORY  PROCEDURES  AMONG  THOSE  IDENTIFIED  IN 
! SECTION  370  Cl)  (A)  AND  FOR  THE  CLINICAL  LABORATORIES 
WHICH  PERFORM  THESE  30  PROCEDURES.  WITHIN  180  DAYS  AFTER 
SUCH  STANDARDS  ARE  PROPOSED,  THE  SECRETARY  SHALL  PROMULGATE 
SUCH  STANDARDS  WITH  SUCH  MODIFICATIONS  AS  THE  SECRETARY  DEEMS 
APPROPRIATE  AND  SUCH  STANDARDS  SHALL  TAKE  EFFECT  UPON  THEIR 
PROMULGATION.  STANDARDS  UNDER  THIS  SUBSECTION  MAY  BE  AMENDED 
BY  THE  SECRETARY. 

WE  WOULD  SUGGEST  THAT  THE  PROPOSED  LIMITATION  WOULD  BE  A TRULY 
COST-EFFECTIVE  INNOVATION. AND  ULTIMATELY  ACCOMPLISH  ALL  THAT  THE 
LEGISLATION  INTENDS  AT  A FRACTION  OF  THE  COST.  WE  APPRECIATE  THE 
OPPORTUNITY  TO  PRESENT  THIS  TESTIMONY  TO  THIS  SUBCOMMITTEE. 
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Senator  Kennedy.  Senator  Javits? 

Senator  Javits.  Thank  you  very  much. 

I would  like  to  thank  the  witnesses  and  Dr.  Weary  for  their 
testimony. 

Dr.  Wilder,  the  National  Coalition  for  CLIA  has  many  participat- 
ing organizations.  I notice  the  list  attached  to  your  testimony  in- 
cluding the  American  Public  Health  Association,  the  National  Re- 
tired Teachers,  the  Retired  Persons  Association,  the  U.S.  Confer- 
ence of  Mayors. 

May  we  introduce  that  whole  list  into  the  record? 

Dr.  Wilder.  Yes,  sir. 

Senator  Javits.  And  I ask  unanimous  consent  of  the  Chairman. 

Senator  Kennedy.  Without  objection. 

[The  following  was  received  for  the  record:] 

National  Coalition  for  CLIA  Participating  Organizations 

American  Association  of  Bioanalysts. 

American  Association  for  Clinical  Chemists. 

American  Clinical  Laboratory  Association. 

American  Medical  Technologists. 

American  Society  of  Electroencephalographic  Technologists. 

American  Society  for  Medical  Technology. 

American  Society  for  Microbiology. 

American  Public  Health  Association. 

Association  of  Independent  Colleges  and  Schools. 

Association  of  State  and  Territorial  Health  Laboratory  Directors. 

Epilepsy  Foundation  of  America. 

International  Society  of  Clinical  Technologists. 

National  Coalition  of  Spanish  Mental  and  Human  Services  Organizations. 

National  Society  for  Histotechnology. 

National  Retired  Teachers/Retired  Persons  Association. 

Rural  America. 

U.S.  Conference  of  City  Health  Officers. 

U.S.  Conference  of  Mayors. 

Senator  Javits.  Now,  do  you  find  anything  in  this  bill,  Dr. 
Wilder,  which  mandates  the  development  of  licensure  standards, 
insofar  as  particular  tests  are  concerned,  by  HEW? 

Dr.  Wilder.  No,  sir. 

Senator  Javits.  In  other  words,  we  ask  them  to  develop  stand- 
ards, but  they  have  the  discretion  as  to  what  particular  tests  they 
will  cover;  is  that  correct? 

Dr.  Wilder.  Yes,  sir. 

Senator  Javits.  I might  say,  as  the  author  of  this  bill,  that  that 
is  my  purpose.  I have  no  desire  to  mandate  covering  every  one  of 
800  or  1,000  tests,  but  solely  those  which  they  believe  should  be 
and  can  be  practically  covered. 

Dr.  Wilder.  I think  our  major  concern  is  improved  health  care. 
There  are  enough  examples  of  disasters  occurring  from  improper 
laboratory  data  that  this  needs  to  be  addressed. 

Senator  Javits.  Now,  Ms.  Davis,  you  teach,  I gather;  associate 
professor  of  clinical  laboratory  sciences.  I gather  you  teach  or  have 
supervision  over  the  teaching  of  this  subject. 

Ms.  Davis.  Yes,  sir. 

Senator  Javits.  And  how  long  have  you  been  doing  this? 

Ms.  Davis.  Over  20  years. 

Senator  Javits.  And  you  are  the  secretary  of  the  American  Soci- 
ety for  Medical  Technology? 
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Ms.  Davis.  Yes,  sir. 

Senator  Javits.  So  you  are  an  official  of  that  organization? 

Ms.  Davis.  Yes,  sir. 

Senator  Javits.  Now,  what  do  you  think  about  the  practicality  in 
this  particular  profession  of  picking  out  30  or  35  tests  and  endeav- 
oring to  administer  this  kind  of  law  on  that  basis? 

Ms.  Davis.  I do  not  think  it  has  ever  been  in  the  intent  of  the 
various  CLIA’s  that  we  have  had  to  do  that.  Actually,  quality 
control  is  as  much  a philosophy  as  it  is  a series  of  techniques,  and 
you  just  do  not  turn  it  off  and  on  like  a water  faucet. 

Most  quality  control  methodologies  and  techniques  are  for  many, 
many  procedures  more  than  30  for  which  standards  do  exist,  and 
there  is  no  question  of  the  need  for  it,  for  those  esoteric  procedures 
that  are  only  done  in  a few  places  in  the  world.  There  are  no 
standards  that  could  reasonably  be  used,  but  those  are  very  rare 
instances. 

The  state  of  the  art,  as  far  as  the  technology  of  quality  control,  is 
very  good  if  people  would  only  use  it. 

Senator  Javits.  So  you  feel  that,  practically,  such  a technique 
could  not  be  administered? 

Ms.  Davis.  Well,  I think  that  the  effect,  functional  effect  of  that 
would  occur,  but  what  I am  saying  is  it  would  not  be  necessary  to 
pick  out  30  tests  and  name  them  specifically. 

Senator  Javits.  Can  that  be  done  practically  with  laboratories? 
Can  you  operate  that  way? 

Ms.  Davis.  I think  it  would  be  very  difficult. 

Senator  Javits.  Now,  one  of  the  things  that  you  would  know 
about  as  a teacher  of  this  subject,  experienced  in  the  laboratory,  is 
how  far  the  interagency  agreement  which  HEW  says  it  has  now 
concluded  is  taking  us  in  terms  of  different  standards,  that  is, 
different  standards  for  different  agencies;  the  Federal  Government, 
for  example,  in  medicare  and  medicaid;  the  Center  for  Disease 
Control,  et  cetera. 

How  many  agencies  are  actually  in  this  field  and  have  separate 
sets  of  standards? 

Ms.  Davis.  Well,  there  are  at  least  three  that  we  know  of.  You 
have  got  CLIA  1967  enforcement  which,  at  one  time,  was  primarily 
the  responsibility  of  CDC.  Then  you  have  the  medicare,  which  is 
the  responsibility  of  HCFA. 

Then  you  had  the  blood  banks,  particularly  those  licensed  for 
interstate  commerce  that  have  been  the  responsibility  of  FDA.  I 
think  the  interagency  agreement  is  probably  a good  faith  attempt 
to  try  to  coordinate  this. 

Certainly  one  of  the  results  after  5 years,  4 or  5 years,  has  been 
to  cut  down  on  the  number  of  inspections,  but  that  does  not  solve 
the  problem  of  the  still  disparate  groups  of  regulations  that  exist 
because  we  have  disparate  pieces  of  legislation. 

And  what  we  look  to  CLIA  to  do  is  actually  cut  down  on  the 
present  situation  which  is  regulatory  overkill.  We  are  now  trying 
to  deal  with  three  different  sets  of  very  different,  conflicting  regu- 
lations, and  we  are  unable  to  do  it. 

And  no  matter  how  hard  HEW  tries  to  do  that,  and  I think  they 
have,  they  are  still  faced  with  the  constraints  because  the  legisla- 
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tion  exists.  If  CLIA  can  unify  this,  then  not  only  will  we  have  just 
one  inspector  going  in,  we  will  have  one  set  of  regulations. 

Senator  Javits.  For  example,  if  an  inspector  comes  into  a labora- 
tory, he  has  three  separate  sets  of  regulations  that  he  has  to 
administer,  is  that  correct? 

Ms.  Davis.  Yes.  It  is  very  confusing  to  the  people  in  the  labora- 
tory who  are  trying  to  comply  with  these  regulations.  But  in  talk- 
ing to  our  people  in  the  State  agency,  in  the  State  of  Tennessee, 
they  are  confused,  too.  They  finally  had  to  put  together  a special 
kind  of  checklist  to  use  so  they  are  not  juggling  three  different 
pieces  of  paper  as  they  go  into  the  lab. 

Senator  Javits.  They  put  that  together  themselves? 

Ms.  Davis.  Themselves,  yes. 

Senator  Javits.  We  had  an  estimate  from  the  Congressional 
Budget  Office  last  year  that  this  bill  would  save  $37  million  the 
first  year. 

How  does  this  bill  save  money? 

Ms.  Davis.  I think  it  has  to  do  with  some  of  the  provisions  for 
elimination  of  freedom  of  choice  in  the  medicare  reimbursement 
mechanisms.  I think  it  is  primarily  in  the  area  of  medicare  reim- 
bursement. 

Also  in  the  present  version  of  CLIA,  since  you  have  eliminated 
the  Advisory  Council  and  some  things  like  that,  it  does  become  less 
costly.  I think  the  Congressional  Budget  Office  also,  when  they 
reviewed  CLIA  1978,  the  House  version,  took  that  a little  bit  fur- 
ther and  said  that  there  might  be  $126  million  savings  over  a 5- 
year  period,  and  they  thought  that  was  a conservative  estimate. 

Senator  Javits.  So  that  this  would  economize  rather  than  the 
other  way. 

Ms.  Davis.  Right.  That  is  net  saved. 

Senator  Javits.  And  you  do  not  consider  this  a regulatory  bill.  It 
really  is  an  effort  to  rationalize  the  regulatory. 

Ms.  Davis.  And  unify  and  cutout  this  crazy  quilt  that  exists  now. 

Senator  Javits.  Dr.  Hausler,  as  director  of  the  Iowa  Hygienic 
Laboratories,  which  I gather  operates  a voluntary  program  of  profi- 
ciency testing  under  contract  to  the  Center  for  Disease  Control, 
could  we  have  your  opinion  of  the  bill,  what  there  is  in  the  way  of 
a real  need  for  this  bill  today? 

Dr.  Hausler.  Senator  Javits,  I believe  that  the  first  thing  that  it 
helps  us  with  is  developing  national  standards,  as  Ms.  Davis  has 
spoken  to.  As  she  says,  there  are  three  areas,  but  there  is  also  a 
fourth  one  in  some  of  the  States  having  their  own  laboratory 
standards.  So  we  have  actually  four  rather  than  three. 

I see  this  legislation  helping  us  greatly  in  establishing  those 
national  standards  for  personnel.  It  also  assists  us  in  providing 
some  level  of  laboratory  performance,  something  akin  to  the  prima- 
ry, secondary  and  tertiary  facilities  or  hospital  that  we  could  see 
developed — the  laboratories  themselves  developing  into  the  levels 
of  ability  according  to  the  practice  community  that  they  are  serv- 
ing. 

And  finally,  the  important  aspect  of  this  is  the  fact  that  it  truely 
is  an  improvement  legislation.  The  appropriation  is  to  assist  in 
the — for  technical  and  consultative  services  in  the  State,  and  that 
clearly  is  the  support  of  the  voluntary  program  that  we  operate, 
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both  a voluntary  proficiency  testing  program  and  a voluntary  con- 
tinuing education  program. 

And  you  must  remember  that  in  any  voluntary  program,  P.T.  or 
anything  else,  it  is  only  the  most  conscientious  laboratory  that 
participates  and  the  performance  of  these  volunteer  labs  is,  in 
many  instances,  the  best  that  they  can  do.  So  it  would  certainly 
help  us  in  that  regard. 

Senator  Javits.  I have  especially  provided  in  the  legislation  that 
proficiency  testing  may  be  at  the  choice  of  the  laboratory  in  ques- 
tion. There  are  many,  I gather,  organizations  fully  qualified  to  do 
proficiency  testing  including  professional  organizations;  that  is,  or- 
ganizations of  the  profession  itself? 

Dr.  Hausler.  That  is  correct,  sir.  The  important  thing  is  external 
audit. 

Senator  Javits.  Well,  I wish  it  to  be  noted  that  the  bill  leaves 
freedom  of  choice. 

Dr.  Hausler.  That  is  correct. 

Senator  Javits.  One  last  point.  Your  State  does  not  have  a State 
regulatory  law  respecting  the  matter.  You  heard  HEW  suggest  that 
we  should  not  seek  to  bring  under  this  bill  a State  and  local 
governmentally  sponsored  laboratory.  What  do  you  think  of  that? 

Dr.  Hausler.  I think  that  all  laboratories  should  be  involved 
whether  they  are  State  level,  local  governmental  level  or  what  it 
may  be.  It  is  the  patient  that  is  being  served.  It  is  the  consumer 
that  is  being  served,  and  all  of  them  demand  the  same  quality  of 
care  and  service. 

Senator  Javits.  You  do  not  think  that  we  are  made  secure  by  the 
fact  that  the  States  have  an  interest  in  their  citizens  just  like  the 
Federal  Government.  Why  do  you  not  feel  that  States  are  just  as 
interested  as  we  are  in  looking  at  it? 

Dr.  Hausler.  Well,  political  systems  in  the  States  in  some  in- 
stances would  negate  that  or  work  against  it.  I know  in  my  own 
State  we  utilize  voluntarily  in  my  laboratory,  the  inspection  pro- 
gram, the  inspection  reports,  the  system  and  so  forth.  .But  without 
a mandate,  there  is  no  need  to  do  that,  and  many-  laboratories 
would  opt  to  go  the  easier  route. 

Senator  Javits.  So  you  feel  that  we  should  keep  our  provisions 
with  respect  to  the  State  overlapping? 

Dr.  Hausler.  My  opinion  is  that  we  should  include  all  laborato- 
ries. 

Senator  Javits.  Now,  Ms.  O’Reilly,  turning  to  you.  What  is  your 
interest  in  this  legislation?  Tell  us  anything  you  wish  to  tell  us 
about  consumer  protection  aspects. 

Ms.  O’Reilly.  Thank  you,  Senator. 

As  you  know,  Consumer  Federation  of  America  is  a federation  of 
some  220  national,  State  and  local  organizations  including  60  State 
and  local  consumer  groups  in  47  States.  We  have  the  National 
Council  of  Senior  Citizens,  American  Association  of  Retired  Per- 
sons, Consumers  Union,  16  national  labor  unions,  some  90  credit 
and  cooperative  organizations,  National  Council  of  Jewish  Women, 
and  the  YWCA.  That  spectrum  of  organizations  for  the  third  year 
in  a row  has  just  recently  passed  a policy  resolution  unanimously 
urging  passage  of  legislation  encompassing  the  principles  of  your 
bill. 
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Consumers  really  have  a twofold  stake.  The  most  obvious  one  is 
one  of  humanness.  The  case  catalogs  of  the  true  human  tragedy 
which  can  and  does  result  from  errors  in  laboratory  testing  are  the 
kinds  of  dimensions  that  cannot  be  ignored — undiagnosed  diabetes, 
unnecessary  hysterectomies,  deaths  that  are  really  avoidable  if 
there  had  been  earlier  accurate  detection. 

But  equally  compelling  is  the  sheer  economic  dimension  of  this 
whole  picture.  The  $12  billion  a year  that  consumers  spent  on 
laboratory  testing  and  the  very  fact,  as  you  have  indicated  and 
Senator  Kennedy  has  indicated,  that  cost  savings  to  the  Govern- 
ment in  the  medicare  and  the  medicaid  field  alone  is  most  impres- 
sive. 

I think  that  our  enthusiasm  for  this  bill  is  sharpened  by  the  fact 
that  it  does  include  private  physician  labs.  We  sharply  disagree 
with  the  HEW  approach.  When  they  presented  that  years  ago,  we 
were  mystified  by  that  recommendation. 

Now,  frankly,  we  are  sheerly  impatient  with  that  recommenda- 
tion, because  any  suggestions  that  we  need  a study  to  determine 
whether  there  is  a problem  with  physician  labs  ignores  the  fact 
that  there  five  studies,  at  least,  that  have  already  demonstrated 
most  persuasively,  that  are  serious  problems  with  private  physician 
labs,  and  the  extension  of  another  year  really  is  senseless. 

As  a matter  of  managerial  efficiency  it  makes  sense  to  include 
all  of  the  dimensions  of  the  laboratory  testing,  the  independents, 
the  hospitals  and  the  private  physician  labs. 

So  our  interest  is  keen  as  I say  both  from  the  humaneness  and 
the  economic  considerations. 

Senator  Javits.  Thank  you.  I might  say  that  our  estimate  is  only 
a ballpark  estimate  and  it  is  rather  that  a quarter  of  all  of  the 
laboratory  tests  are  done  in  physicians’  offices,  but  we  will  ask  the 
HEW  to  give  us  an  opinion. 

Ms.  Davis.  The  Daymen  Corp.,  Senator,  has  done  a study  that 
shows  that  it  is  in  the  neighborhood  of  25  percent  which,  if  any- 
thing, really  understates  the  situation,  because  a large  number  of 
the  tests  that  the  independent  laboratories  conduct,  those  speci- 
mens are  collected  by  the  private  physician. 

Also,  the  large  number  of  the  hospital  tests  is  also  a distortion  in 
light  of  the  fact  that  so  many  of  the  hospital  testing  is  in  the 
monitor  not  just  the  diagnostic  state. 

Senator  Javits.  Thank  you  very  much. 

Dr.  Weary,  I have  one  point  I would  like  to  make  with  you.  I 
would  appreciate  it  if  you  would  help  me. 

I ask  unanimous  consent  that  section  370  in  parens  be  made  part 
of  the  record,  which  defines  the  term  “laboratory”  and  “clinical 
laboratory,”  Mr.  Chairman. 

Senator  Kennedy.  Without  objection. 

[The  following  was  received  for  the  record:] 
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[Excerpt  from  Senate  Bill  S.  590,  Sec.  370,  Pp.  3-4] 


“Part  H — Clinical  Laboratories 
“definitions 
“Sec.  370.  As  used  in  this  part — 

“(1)  The  terms  ‘laboratory’  and  ‘clinical  labora- 
tory’ mean  (A)  a facility  for  the  biological,  microbiolog- 
ical, serological,  chemical,  immunohematological,  ra- 
dioimmunological,  hematological,  biophysical,  cytologi- 
cal,  pathological,  or  other  examination  of  materials  de- 
rived from  the  human  body  for  the  purpose  of  provid- 
ing information  for  the  diagnosis,  prevention,  or  treat- 
ment of  any  disease  or  impairment  of,  or  the  assess- 
ment of  the  health  of,  humans,  or  (B)  a facility  for  the 
collection,  processing,  and  transmission  of  such  materi- 
als for  such  purposes,  other  than  a facility  exclusively 
engaged  in  the  collection  or  processing  of  human  blood 
or  its  components  intended  for  transfusion  or  further 
manufacturing. 

“(2)  The  term  ‘interstate  commerce’  means  trade, 
traffic,  commerce,  transportation,  transmission,  or  com- 
munication between  any  State,  territory,  or  possession 
of  the  United  States,  the  Commonwealth  of  Puerto 
Rico,  or  the  District  of  Columbia,  and  any  place  out- 
side thereof,  or  within  the  District  of  Columbia. 
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Senator  Javits.  Doctor,  would  you  examine  that  carefully  be- 
cause we  have  looked  over  the  seven  procedures  which  you  refer  to 
as  being,  quote,  in  your  statement,  “We  would  cite  as  examples  of 
such  simple  but  important  laboratory  procedures  the  following:”, 
end  of  quote. 

Now,  we  have  gone  over  those  with  my  assistant  and  remember 
we  are  not  professionals,  and  that  is  why  I am  asking  you  to  do  it. 
We  have  gone  over  each  of  these,  and  we  do  not  believe  that  they, 
the  seventh  being  a generalized,  you  know,  there  are  many  other 
examples,  but  the  six,  we  believe  are  diagnostic  procedures,  not 
laboratory  procedures. 

So  may  we  suggest  to  you  that  you  examine  your  example  and 
look  at  our  definition,  and  if  you  have  a suggestion  for  the  defini- 
tion which  would  make  it  clear  that  we  do  not  have  in  mind  or  see 
to  cover  the  diagnostic  procedures  of  the  doctor,  like  yourself,  and 
make  any  suggestions  that  you  would  care  to  to  us  about  the 
definition,  because  we  do  not  think  that  your  objection  matches  the 
definition,  would  you  be  good  enough? 

Dr.  Weary.  Senator  Javits,  these  are  materials  derived  from  the 
human  body  for  the  purpose  of  providing  information  for  the  diag- 
nosis, prevention  or  treatment  of  any  disease. 

The  vaginal  secretions  of  a woman  are  materials  derived  from 
the  human  body.  The  blood  from  the--which  the  hematologist  looks 
at,  the  cerebral  spinal  fluid  which  he  withdraws  and  looks  for 
bacteria  for  meningitis,  the  scales  from  the  skin,  the  sputum  from 
the  individual  which  the  allergist  looks  for  for  eosinophils  are  all 
materials  derived  from  the  human  body  for  purposes  of  providing 
information  for  the  diagnosis,  prevention  or  treatment  of  any  dis- 
ease or  impairment  of  or  the  assessment  of  the  health  of  humans. 
These  are  all  materials. 

Senator  Javits.  I asked  you  to  make  any  suggestions. 

Dr.  Weary.  So  what  we  would  propose  is  that  when  the  physi- 
cian himself  or  a dentist  or  a podiatrist  examines  these  materials 
and  does  a procedure  which  he  has  received  training  for  in  medical 
school — which  I train  my  students  and  my  residents  to  do — that  he 
should  be  allowed  to  do  that  without  having  to  qualify  himself  as  a 
laboratory  director  and  to  apply  for  license.  It  just  does  not  make 
any  sense  to  do  that. 

Senator  Javits.  Doctor,  we  are  passing  each  other  in  the  night.  I 
am  telling  you  that  we  are  not  reaching  that  at  all  and  we  do  not 
intend  to.  We  only  intend  to  reach  the  doctor  who  tests  your  urine 
for  sugar,  to  make  it  simple. 

Therefore,  I say  to  you,  if  you  can  make  any  suggestion  that  you 
would  like  to  respecting  the  definition  which  would  make  it  clear 
that  we  do  not  include  the  doctor’s  diagnostic  work  which  is  what 
you  are  talking  about. 

But  if  you  cannot  do  it  or  do  not 

Dr.  Weary.  Yes,  we  will  be  glad  to  work  on  the  definition  if  you 
wish. 

Senator  Javits.  Thank  you  so  much. 

[The  following  material  was  subsequently  received  for  the  the 
record:] 
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The  Honorable  Jacob  K.  Javlts 
321  Russell  Senate  Office  Building 
Washington,  O.C.  20510 

Dear  Senator  Javlts: 

I appreciated  very  much  the  opportunity  to  testify  before  the  Senate 
Health  Subcoumlttee  on  March  16  on  behalf  of  the  American  Academy  of 
Dermatology  in  regard  to  the  Clinical  Laboratories  Improvement  Act  of 
1979.  I would  again  reiterate  my  comment  that  the  Academy  endorses  the 
Intent  of  the  legislation  and  the  need  for  some  legislation  but  feels 
strongly  that  the  legislation  should  be  carefully  tailored  to  correct 
the  problem  with  the  least  amount  of  regulation  and  In  the  most  cost- 
effective  manner.  It  was  to  this  end  that  the  recormendatlon  to  limit 
the  scope  of  the  legislation  to  the  30  most  commonly  ordered  tests  was 
made.and  we  would  still  contend  that  this  would  be  a practical  and  far 
less  costly  method  than  any  other  proposed. 

You  have  requested  that  I prepare  a revision  of  the  definition  of  a 
clinical  laboratory  as  presented  In  Section  370  which  would  address  the~ 
Issues  I raised  in  my  testimony.  I welcome  the  opportunity  to  do  so 
because  it  Is,  In  fact,  the  enormous  scope  of  the  definition  which 
requires  such  a massive  regulatory  response.  I have  quite  frankly  sought 
to  limit  the  scope  of  the  definition  In  ways  which  will  not  Impair  the 
basic  Intent  of  the  legislation  but  will  define  on  a more  rational  basis 
precisely  those  areas  for  which  regulatory  authority  will  be  sought. 

Because  definitions  by  their  very  nature  require  exclusions  I have  added 
several  of  the  exemptions  now  comprising  Section  372  (3)  (A)  and  372  (3)  (D) 
to  the  original  definition  Section  370  where  I believe  it  more  appropriate 
for  them  to  be  since  they  define  the  scope  of  the  legislation. 

An  Item  by  item  analysis  of  my  recoimiendatlons  follows: 

1.  I have  added  the  word  'routine'  as  a modifier  of  the  types  of 

examinations  under  Section  370  (1)  (A).  The  use  of  this  term  would 
allow  a degree  of  flexibility  such  that  the  Secretary,  hopefully  with 
the  advice  of  a panel  of  experts,  could  develop  reasonable  criteria 
for  which  examinations, of  the  more  than  800-1000,  It  is  necessary  to 
develop  national  standards  and  proficiency  testing  and  which  types  of 
laboratories,  of  the  hundreds  of - specialized  types  in  existence,  it 
Is  necessary  to  regulate.  At  least  this  degree  of  flexibility  from 
our  standpoint,  while  not  optimum,  is  absolutely  essential. 
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2.  Elimination  of  the  word  'biophysical'.  This  term  is  fraught  with 
misinterpretation  because  it  implies  procedures  to  measure  or  record 
the  emanation  of  various  types  of  energy  from  the  human  body.  I 

am  convinced  it  is  not  the  intent  of  the  Congress  to  regulate  the 
performance  and  interpretation  of  electrocardiographic,  echocardiographic, 
electroencephalographic,  sonographic,  thermographic,  electromyographic, 
cardiopulmonary,  pulmonary,  and  even  auscultatory  procedures  since 
these  are  highly  specialized  procedures  which  are  not  ordinarily  considered 
to  be  clinical  laboratory  procedures.  The  term  'biophysical',  however, 
could  be  interpreted  to  cover  such  procedures, and  for  this  reason  it  is 
best  to  eliminate  this  ambiguous  term. 

3.  Elimination  of  the  words  'or  other *■  It  is  precisely  the  use  of  such 
vague  terminology  which  allows  the  growth  of  mindless  bureaucracy. 

Precision  in  definition  is  the  one  safeguard  against  future  misguided 
regulatory  zealotry.  The  Congress  should  define  what  it  wants,  and  if 
future  extension  of  regulatory  authority  is  necessary,  the  Congress 
should  then  redefine  but  not  leave  that  decision  up  to  others. 

4.  Exceptions  - 

370  (1)  (A)  (i)  - This  exception  is  the  one  to  which  I addressed 
a portion  of  my  testimony.  It  would  assure  that  those  procedures 
performed  by  a licensed  physician,  dentist  or  podiatrist  would 
be  exempt.  It  should  be  kept  entirely  separate  from  proposed 
370  (1)  (A)  ( T i ) because,  pending  the  results  of  a study,  it  is 
conceivable  that  370  (1)  ( A) _( i i ) could  be  altered  while 
370  (1)  (A)  (i)  should  remain  as  proposed. 

370  (1)  (A)  (ii)  - This  exception  is  in  recognition  of  the  reouest  by. 
670737  that  physician  office  laboratories  be  exemot,  pending 
a study  of  the  problem.  We  agree  with  this  philosophy  that  the 
nature  and  extent  of  the  problem  should  be  precisely  defined 
before  its  solution  is  created,  and  we  urge  this  exception  be 
adopted. 

370  (1)  (A)  (iii)  - This  is  the  present  exemption  372  (3)  (D)  which  we 
believe  to  be  absolutely  essential  to  maintain  freedom  of 
scientific  inquiry.  We  feel  it  is  most  appropriately  placed  here. 

370  (1)  (A)  (Tv)  - This  is  a new  provision  which  is  added  to  provide  a very 
necessary  degree  of  flexibility.  It  takes  cognizance  of.  the 
fact  that  there  are  a number  of  specialized  laboratories  which 
perform  complex  or  almost  unique  procedures  on  patients.  Some  of 
these  laboratories  receive  specimens  from  all  over  the  world.  The 
volume  of  tests  may  be  such  that  possibly  it  is  not  productive  to 
perform  the  procedure  except  in  one  or  several  centers  in  the  world. 
Under  such  circumstances  there  is  no  way  proficiency  testing  or 
national  standards  could,  or  should,  be  devised  or  enforced.  These 
laboratories  should  be  exempt.  It  also  recognizes  that  there  are 
many  tests  performed  which  require  subjective  interpretion  by  a 
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practitioner,  and,  hence,  are  not  of  a quantitative  nature 
such  that  national  standards  can  be  devised.  These  also 
should  be  excluded. 

I apologize  for  the  length  of  this  letter,  but  I felt  it  important  to  share 
with  you  my  reasons  for  making  the  alterations  I would  propose.  I have 
also  taken  the  liberty  of  enclosing  a copy  of  the  Massachusetts  Medical 
Society  proceedings  mentioned  in  my  testimony  in  case  you  have  not  had  an 
opportunity  to  see  this  document. 

Yours  sincerely. 


Peyton  E.  Weary,  M.D.,  Chairman 
Council  on  Governmental  Liaison 
American  Academy  of  Dermatology,  Inc. 

PEW/bp 

Enclosures 
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“PART  H - CLINICAL  LABORATORIES* 

"DEFINITIONS 
"Sec.  370.  As  used  in  this  part  - 

"(1)  The  terms  'laboratory'  and  'clinical  laboratory'  mean 

(A)  a facility  for  the  routine  biological,  microbiological,  serological, 
chemical,  iiranunohematologTcaTT  radio-immunological , hematological, 
(bfephysieaT),  cytological , or  pathological  (er-efe her)  examination  of 
materials  derived  from  the  human  body  for  the  purpose  of  providing 
information  for  the  diagnosis,  prevention  or  treatment  of  any  disease 

or  impairment  of,  or  the  assessment  of  health  of,  humans,  except  - 
(1)  a facility,  or  portion  of  a facility,  used  by  a licensed 
practitioner  of  medicine,  dentistry,  or  podiatry  to  personally  perform 
diagnostic  procedures  or  examinations  on  materials  from  the  practitioner! 
own  patients  or 

’ ( i i ) a facility,  or  portion  of  a facility,  which  is  located  in  the 

office  of,  and  operated  by,  a licensed  practitioner  of  medicine,  dentistry, 
or  podiatry,  or  a group  of  such  practitioners,  and  in  which  the  only  tests 
or  procedures  performed  are  routine  procedures  performed  in  connection 
with  the  patients  of  such  practitioner  (or  practitioners)  or  clinic,  or 

(iii)  a facility  in  which  the  tests  or  procedures  which  are  performed 
are  primarily  tests  or  procedures  for  biomedical  or  behavioral  research,  or 

(iv)  a facility.  In  which  only  very  specialized  or  uncommon  laboratory 
procedures  or  tests  are  performed,  or  tests  which  require  interpretation 
by  a licensed  practitioner  of  medicine,  dentistry  or  podiatry  in  orderTo 
express  the  results  and  thus  are  not  subject  to  national  standards,  or 

(B)  a facility  for  the  collection,  processing  and  transmission  of  such 
materials  for  such  purposes,  other  than  a facility  exclusively  engaged 

in  the  collection  or  processing  of  human  blood  or  its  components  IntSnded 
for  transfusion  or  further  manufacturing. 


* NOTE  - Where  new  words  are  added  to  existing  language  these  are 
underlined.  Where  existing  language  is  eliminated  these 
words  are  bracketedand  crossed  through,  i.e.  (bfephysieal) 
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Senator  Javits.  Thank  you  very  much,  Mr.  Chairman.  You  have 
been  very  kind  and  indulgent. 

Senator  Kennedy.  Thank  you. 

Senator  Schweiker? 

Senator  Schweiker.  Doctor,  let  me  understand  the  answer  you 
gave  to  Senator  Javits.  Is  it  your  conception  that  we  do  or  do  not 
need  a national  standard  for  x number  of  tests?  In  other  words,  is 
it  your  conception  that  the  Federal  Government  should  set  a na- 
tional standard  for  a specific  test  procedure  or  not? 

Ms.  Davis.  No,  sir,  that  is  not  what  we  are  suggesting.  We  are 
suggesting  that  the  Federal  Government  should  say  that  there  do 
need  to  be  quality  controlled  standards  and  technologies  in  place  in 
laboratories. 

The  regulations  will  not  spell  out  that  it  needs  to  be  thus  and 
such  for  hemoglobin  or  thus  and  such  for  something. 

Senator  Schweiker.  I would  never  gamble  on  what  the  regula- 
tions will  spell  out.  That  is  half  of  our  life  here. 

Ms.  Davis.  You  can  be  sure  we  would  object  to  that  very  much. 

Senator  Schweiker.  That  is  exactly  why  this  is  an  issue,  because 
regulations  always  spell  out  what  we  do  not  intend,  and  that  is  half 
the  battle. 

Ms.  Davis.  We  do  not  want  that. 

Senator  Schweiker.  I understand  what  you  said,  and  that  is  in 
answer  to  my  question.  Dr.  Weary,  why  then  are  you  concerned  on 
this  issue?  In  other  words,  what  part  of  the  bill  or  language  do  you 
see  that  permits  what  you  perceive  here  as  some  kind  of  loophole? 
Your  presumption  is  that  it  would  prescribe  certain  tests,  standard 
tests,  I gather. 

Dr.  Weary.  Senator  Schweiker,  first  of  all,  I believe  that  I am 
approaching  it  from  what  I would  guess  is  sort  of  the  scientific 
approach,  and  that  is  that  you  have  to  define  whether  there  is  a 
problem  and  the  magnitude  of  the  problem  and  then  design  a 
treatment  for  it. 

Let  me  take  an  example.  There  are  probably  82  or  more  what  I 
would  call,  specialty  type  laboratories  in  the  University  of  Virginia 
Hospital  that  are  not  part  of  the  regular  clinical  laboratory. 

Now,  each  of  these  laboratories  may  do  one  or  two  very  special 
procedures.  If  one  is  to  develop  proficiency  testing  for  these  labora- 
tories for  each  of  these  procedures,  then  one  has  to  develop  nation- 
al standards  for  each  of  the  tests  that  are  run,  because  it  is  not  fair 
to  test  the  proficiency  of  a technician  doing  a Lupis  Test,  called 
ANA,  for  some  other  procedure  when  that  technician  may  only 
have  done  that  procedure  for  the  last  5 years.  It  is  not  appropriate 
to  test  that  technician  to  run  a glucose,  if  the  person  has  not  done 
it. 

So  that  what  you  do  is  you  open  up  Pandora’s  box.  You  have  to 
then  develop  national  standards  of  proficiency  testing  for  all  of 
these  procedures.  It  is  just  almost  inconceivable  that  this  could  be 
done  in  an  effective  way  without  a tremendous  cost,  and  that  is  the 
problem. 

The  suburban  hospital  laboratories  will  all  come  under  this.  The 
medicare  mill,  and  medicaid  mills  will  all  come  under  this  bill.  The 
main  intrastate  hospital  laboratories  of  all  sizes  will  come  under 
this. 
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What  we  are  talking  about  are  specialized  types  of  laboratories 
that  do  one  or  two  very  highly  specialized  procedures,  and  I do.not 
see  how  they  can  be  regulated  nationally. 

Senator  Schweiker.  Dr.  Davis,  what  is  your  response  to  that.  Do 
you  concur  or  not? 

Ms.  Davis.  I guess  I am  having  a little  difficulty  understanding 
what  Dr.  Weary  is  trying  to  say  or  perhaps  the  laboratories  at  the 
University  of  Virginia  are  set  up  differently. 

Senator  Schweiker.  I think  he  is  saying,  Dr.  Davis,  that  in 
essence  you  cannot  measure  proficiency  of  a medicaid  mill  unless 
you  set  up  some  standards  for  the  test  they  are  performing.  That  is 
what  I understand  he  is  saying. 

Is  that  not  true,  Dr.  Weary?  Is  that  not  what  you  are  saying? 

Dr.  Weary.  Yes;  I am  saying  that  very  much,  and  I am  saying 
there  are  ways  to  simplify  this  whole  process  of  measuring  profi- 
ciency without  having  to  measure  it  for  hundreds  and  hundreds  of 
different  tests. 

Senator  Schweiker.  So  he  is  saying,  in  essence,  that  you  cannot 
measure  a medicaid  mills  performance  without  actually  setting  up 
a standard  for  the  tests  that  they  are  normally  performing.  Now, 
that  is  the  issue,  Dr.  Davis. 

Ms.  Davis.  What  he  is  saying  though,  is  talking  proficiency  of 
laboratories  on  the  one  hand  where  we  talk  about  proficiency  test 
samples  being  sent  in  and  they  are  analyzed  to  see  if  they  can  get 
the  right  answer  and  making  sure  that  the  people  performing  the 
test  are  competent.  I understand  that.  That  is  two  different  things. 

Senator  Schweiker.  He  concurred  with  that,  Dr.  Davis.  He  said 
that. 

Ms.  Davis.  What  he  is  saying — and  there  is  a provision  in  this 
bill  that  the  testing  for  competence  of  the  individuals  will  be  on  a 
job  related  basis.  He  is  saying  if  they  are  only  doing  one  test,  they 
should  not  be  expected  to  take  an  examination  on  anything  else. 

And  that  is  what  I say.  That  is  a little  unusual.  Most  laboratories 
that  I am  familiar  with  do  more  than  one  test.  In  fact,  you  can 
organize  it  into  chemistry  tests  and  hematology  tests  and  microbi- 
ology tests  and  so  forth,  so  that  what  the  bill  calls  for  now  is  for 
examination  of  individuals  based  on  their  speciality. 

He  is  talking  about  something  very  refined,  which  is  very  unusu- 
al and  perhaps  some  accommodation  could  be  made  for  that. 

Senator  Schweiker.  I think  part  of  this  concern  probably  stems 
from  this  section  of  the  bill.  Let  me  read  it  to  you.  This  gives  power 
to  HEW. 

Include  such  other  requirements  as  the  Secretary  determines  necessary  to  assure 
consistent  performances  by  such  laboratories  of  accurate  and  reliable  tests  and 
other  procedures  and  services. 

Now,  I could  certainly  construe  that  to  mean  exactly  what  Dr. 
Weary  said.  That  may  not  be  the  intent  of  Senator  Javits,  and  I am 
not  at  all  differing  with  his  point.  It  may  not  be  your  intent. 

But  this  is  where  we  get  into  fights  about  the  regulations.  Regu- 
lations come  out  and  nobody  intended  that,  and  here  is  an  authori- 
ty that  I would  think  could  set  up  national  tests.  How  would  you 
read  that  particular  paragraph? 

Ms.  Davis.  Well,  I would  not  interpret  it  in  that  manner.  Howev- 
er, if  you  feel  it  is  open  to  that  sort  of  interpretation,  it  seems  to 
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me  that  the  legislative  history  could  show  that  you  do  not  mean  for 
it  to  be  that  stringent  and  that  picky. 

Senator  Schweiker.  Well,  I think  that  is  the  issue,  and  I think 
this  is  why  the  bill  has  had  trouble  in  the  House,  because  of  the 
ambiguity. 

Senator  Javits.  Just  one  question.  What  is  proficiency  testing? 
What  do  you  do? 

Ms.  Davis.  Proficiency  testing  is  an  evaluation  of  a laboratory’s 
ability  to  turn  out  an  accurate  and  reliable  answer.  A sample 
comes  to  the  laboratory.  They  analyze  it.  They  send  an  answer 
back  to  some  group  or  some  agency  which  then  grades  them  on 
that  answer. 

Now,  the  difficulty  with  the  present  way  that  proficiency  testing 
is  done  is  that  when  the  sample  comes  to  the  lab,  everybody  knows 
that  it  is  a proficiency  test  sample.  So  generally,  human  nature 
being  what  it  is,  it  is  not  handled  in  a routine  manner,  and  that  is 
why  the  statement  is  made  that  proficiency  test  performance  may 
represent  the  absolute  best  that  a laboratory  can  do. 

Your  bill  then  provides  for  the  opportunity  for  onsite  testing.  An 
inspector  would  bring  in  a sample  and  watch  it  being  analyzed.  He 
would  see  whether  or  not  they  got  the  best  person  in  the  lab  to  do 
it  or  whether  they  did  it  five  times  before  they  wrote  down  the 
results,  to  see  whether  or  not  it  was  treated  in  a routine  manner. 

Senator  Javits.  So  that  the  legislative  intent  will  be  clear:  If  I 
said  the  purpose  of  this  bill  is  to  deal  with  the  professional  way  in 
which  samples  are  tested  rather  than  the  way  in  which  they  should 
be  tested,  would  I be  correct? 

Ms.  Davis.  I believe  so. 

Senator  Javits.  All  right.  That  is  my  intention. 

Senator  Kennedy.  Thank  you  all  very  much. 

The  next  speaker  is  William  P.  Densmore,  vice  president,  Norton 
Co.,  Worcester,  Mass.,  board  member  of  the  Central  Massachusetts 
Health  Systems  Agency.  He  is  accompanied  by  a distinguished 
panel  of  Jacqueline  Hanson  who  is  president-elect  of  the  American 
Health  Planning  Association  and  Immediate  past  president  of  Mid- 
America  Health  Systems  Agency  in  Kansas  City,  Mo.,  and  Harry 
Cain,  executive  director  of  the  American  Health  Planning  Associ- 
ation. 

We  are  delighted  to  have  you  here  today.  We  look  forward.  We 
are  confident  that  the  Norton  Co.,  is  prospering  today  even  in  your 
absence  as  it  has  so  well  in  the  past. 

STATEMENT  OF  WILLIAM  P.  DENSMORE,  VICE  PRESIDENT, 
NORTON  CO.,  WORCESTER,  MASS.,  BOARD  MEMBER  OF  CEN- 
TRAL MASSACHUSETTS  HEALTH  SYSTEMS  AGENCY;  ACCOM- 
PANIED BY:  JACQUELINE  B.  HANSON,  PRESIDENT-ELECT, 
AMERICAN  HEALTH  PLANNING  ASSOCIATION,  AND  IMMEDI- 
ATE PAST  PRESIDENT  OF  MID-AMERICA  HEALTH  SYSTEMS 
AGENCY;  AND  HARRY  P.  CAIN,  PH.  D.,  EXECUTIVE  DIRECTOR, 
AMERICAN  HEALTH  PLANNING  ASSOCIATION 

Ms.  Hanson.  Thank  you,  Mr.  Chairman,  members  of  the  subcom- 
mittee. My  name  is  Jacqueline  Hanson.  I am  president  of  the 
American  Health  Planning  Association,  which  is  the  national  asso- 
ciation, as  you  know,  of  State  and  local  planning  agencies,  their 
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boards,  their  staffs  and  their  many  individual  and  corporate  affili- 
ate members. 

I am  also,  for  your  information,  a consumer  member  and  imme- 
diate past  president  of  the  Mid-American  Health  Systems  Agency 
in  Kansas  City.  With  me,  as  you  have  already  acknowledged  are 
William  P.  Densmore  who  is  vice  president  of  Norton  Co.,  Worces- 
ter, Mass.,  and  is  an  active  consumer  board  member  of  the  HSA  in 
that  area.  On  my  left,  Harry  P.  Cain  who  is  executive  director  of 
the  American  Health  Planning  Association. 

We  have  asked  Mr.  Densmore,  this  morning,  to  make  a few 
comments  from  his  prospective  as  a volunteer  and  active  member 
of  an  HSA  which  is  currently  engaged  in  the  planning  process  at 
the  community  level. 

Following  his  brief  comments,  I will  summarize  the  balance  of 
our  testimony  in  the  interest  of  your  time,  Mr.  Chairman  and 
members  of  the  committee,  and  I will  now  turn  the  testimony  to 
Mr.  Densmore  for  a few  minutes. 

Mr.  Densmore.  Just  to  briefly  explain  my  presence,  the  Norton 
Co.,  is  a multinational  company  with  sales  of  about  $1  billion, 
employing  23,000  people  worldwide,  and  I am  general  manager  of 
its  U.S.  Grinding  Wheel  Division  which  accounts  for  about  two- 
thirds  of  our  4,000  employees  in  the  Worcester  complex.  So  it  is  a 
major  factor  in  the  central  Massachusetts  economy. 

I have  been  invited  here  today  because  I represent  major  pur- 
chasers of  health  services  on  the  central  Massachusetts  HSA  board 
of  directors.  I am  involved  and  concerned  because  we  share  in  the 
national  health  care  crisis  in  central  Massachusetts  due  to 
runaway  costs,  lack  of  access  for  certain  population  groups  and  an 
inadequate  health  promotion  or  prevention  effort. 

It  is  a critical  issue  to  business.  For  our  Worcester  complex,  we 
have  seen  our  health  care  costs  go  from  $1  million  to  $4  million  per 
year  in  the  last  10  years.  So  it  has  become  a very  significant  cost 
factor. 

I have  been  on  the  local  health  systems  agency  board  for  nearly 
2 years,  and  I am  very  impressed  with  what  is  being  done.  I am 
impressed  with  the  concept  of  local  integrated  comprehensive  plan- 
ning. I am  impressed  with  the  participatory  process  that  has  been 
set  up. 

I am  impressed  with  the  competence  and  the  dedication  of  the 
staff  and  the  many  volunteer  board  members  and  committee  mem- 
bers. I am  impressed  with  the  balance  that  the  HSA  approach 
represents  between  Government  regulation  and  private  initiative. 

I am  impressed  with  the  800-page  comprehensive  5-year  plan 
that  has  been  developed  for  central  Massachusetts,  covering  all 
components  of  health  care.  This  seems  crucial  in  a system  which  is 
characterized  by  fiercely  independent  institutions  and  professional 
groups  who  have  resisted  efforts  to  cooperate  and  share  services 
without  some  form  of  Government  intervention. 

And  I impressed  with  the  thoroughness  and  the  objectivity  of  the 
determination  of  need  reviews  conducted  by  the  staff  and  project 
review  committee  and  the  board,  and  I am  impressed  with  the 
results  to  date  in  implementing  the  plan. 

Yet  the  concept  of  comprehensive  health  planning  and  the  con- 
cept of  determination  of  needs  studies  and  certain  aspects  of  the 
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plan  are  very  controversial.  There  is  a big  problem  of  explaining 
the  program  and  building  acceptance. 

Hospital  trustees,  hospital  administrators  and  doctors  tend  to  be 
suspicious  if  not  hostile.  The  excess  bed  issue  is  threatening  to 
many  people,  and  the  section  of  the  plan  which  deals  with  family 
planning  is  necessarily  controversial. 

So  there  is  a lot  of  objection.  But  we  have  found  that  the  explain- 
ing and  the  persuading  and  the  constituency  building  which  is 
necessary  to  put  action  into  planning  can  be  done,  and  I will 
submit  the  rest  of  my  testimony  which  gives  a brief  summary  of 
the  approaches  that  we  have  used. 

I am  convinced  that  the  HSA  integrated  planning  and  CON 
process  is  needed  and  must  be  part  of  your  national  health  care 
policy,  and  I was  delighted  to  hear  from  your  opening  remarks  that 
you  apparently  feel  it  is  great,  too. 

Thank  you. 

Senator  Kennedy.  Thank  you  very  much. 

Ms.  Hanson.  Thank  you,  Mr.  Densmore. 

Today  we  do  appear,  as  I am  sure  you  realize,  in  support  of  S. 
544.  We  feel  that  planning  is  very  definitely  making  an  impact  on 
the  health  care  in  communities  across  the  country. 

A full  report  of  the  performance  of  health  planning  agencies  in 
the  past  2 years  is  submitted  as  part  of  our  testimony  for  your 
study  and  analysis.  This  study  does  provide  for  you  usable  data  on 
the  experience  of  health  planning  agencies  covering  88  percent  of 
the  U.S.  population. 

Without  dealing  with  the  specifics  contained  in  that  study  which 
I know  you  will  have  an  opportunity  to  deal  with,  we  do  have 
figures  relative  to  capital  applications,  positive  and  negative  com- 
ments which  lead  us  to  say,  conservatively,  that  in  the  last  2 years 
planning  agencies  have  prevented  $8  of  unnecessary  capital  invest- 
ment for  every  dollar  which  has  been  spent  on  health  planning. 

We  feel  this  is  a significant  figure  and  one  that  can  be  readily 
supported  by  the  study  which  we  have  submitted  to  you. 

We  assume  that  Congress  recognizes  that  some  of  the  mandated 
responsibilities  of  health  planning  agencies  are  not  yet  being  met. 
The  lack  of  HEW  regulations  on  review  and  approval  of  proposed 
uses  of  Federal  funds  and  on  appropriateness  reviews,  as  were 
specified  in  Public  Law  93-641  back  in  1974,  have  hampered  the 
agency’s  performance  in  these  areas. 

We  eagerly  await  that  kind  of  performance  by  HEW  that  Con- 
gress and  the  Department  expected  of  the  health  planning  agen- 
cies. We  particularly  appreciate  the  bill’s  increased  support  for  the 
minimally  funded  agency,  its  appropriate  strengthening  of  the 
roles  of  State  Governors,  its  concern  for,  although  not  your  specific 
approach  to,  fostering  better  integration  of  mental  planning  with 
health  planning,  and  its  proposed  3-year  designation  of  agency  and 
its  requirement  that  CON  decisions  be  consistent  with  the  State 
health  plan. 

However,  there  are  a few  concerns  that  we  hope  will  be  recog- 
nized during  the  committee  markup.  Where  it  is  appropriate  we 
will  submit  mandatory  language  for  your  consideration. 

Considering  the  impact  of  all  the  proposed  procedural  changes  in 
S.  544,  each  of  which  may  be  highly  reasonable  by  itself,  the 
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combination  of  procedural  changes  may  disrupt  the  agency’s  per- 
formance seriously  enough  that  we  earnestly  request  that  as  the 
bill  is  marked  up  that  there  be  consideration  that  agencies  be 
permitted  time  to  implement  changes  gradually. 

When  it  is  clearly  the  intent  of  the  law  that  the  health  systems 
agencies  perform  activities  which  facilitate  voluntary  closure  or 
conversion  or  a combination  of  existing  facilities,  we  think  it  is 
urgent  that  members  of  HSA’s  and  SHCC’s  are  protected  from 
unnecessary  suit,  including  antitrust  suits. 

We  support  the  bill’s  intention  to  promote  HMO’s  by  requiring 
that  they  be  evaluated  within  a specifically  developed  HMO  frame 
of  reference,  and  we  further  support  a requirement  that  would 
prevent  HMO’s  from  being  discriminated  against  in  State  certifi- 
cate-of-need  programs. 

We  are  concerned,  however,  over  the  bill’s  prohibition  of  any 
coverage  of  HMO  ambulatory  services.  If  you  apply  the  principle  of 
equity,  it  could  be  that  other  resource  intensive  ambulatory  facili- 
ties and  services  could  be  removed  from  the  purview  of  the  plan- 
ning agencies  which  we  would  find  regrettable. 

We  would  support  a 2-year  or  a 3-year,  as  the  administration 
proposed,  cycle  for  the  review  and  revision  of  HSP’s  except  where 
there  are  underdeveloped  sections  which  could  be  determined  by 
the  SHCC. 

The  HSA  must  be  permitted  to  have  time  to  do  work  of  sub- 
stance not  just  of  form.  We  particularly  are  interested  in  the 
retention  of  very  tight  criteria  for  the  resignation  of  HSA  areas. 

Any  arbitrary  or  capricious  change  of  an  areas  boundaries  can 
disrupt  every  process  and  product  of  the  affected  HSA,  and  we 
could  not,  in  good  conscience,  take  a minute  to  mention  our  serious 
concerns  regarding  some  of  the  proposed  administration  amend- 
ments to  Public  Law  93-641,  several  of  which  we  feel  carry  some 
grave  implications  for  the  planning  process. 

We  were  interested  in  and  are  supportive  of  many  of  the  recom- 
mendations that  were  made  earlier  in  this  presentation  by  the 
administration.  Until  a couple  of  days  ago,  we  understood  there 
would  be  a proposal  in  the  administration  bill  that  would  include 
amendment  to  section  1536,  allowing  governors  to  eliminate  HSA’s 
in  any  States  having  only  one  agency  and  placing  their  function 
with  the  SHPDA.  There  currently  are,  as  you  know,  13  such  States. 

There  could  be  many  more  if  area  designation  criteria  had  been 
softened  as  the  administration  bill  we  feared  would  be  proposed.  It 
would  eliminate  the  now  required  public-private  partnership  and 
would  transform  the  affected  areas  into  exclusively  State  govern- 
mental planning  units  in  which  citizen  volunteers  only  could  serve 
at  the  sufferance  of  the  State. 

We  agree  that  there  are  some  probably  serious  structural  prob- 
lems in  single  HSA  states,  and  appended  to  our  testimony  you  will 
find  a proposal  for  dealing  with  them  within  the  basic  concepts  of 
the  law. 

Three  issues  that  concern  us  relative  to  the  administration  pro- 
posals. The  administration  proposes  to  permit  the  Governor  to 
modify  the  State  health  plan  and  the  State  SHP  at  will,  requiring 
that  only  the  Governor  consult  with  the  State  health  coordinating 
council  and  publicly  state  his  reasons  for  change. 
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This  seems  to  us  to  invalidate  the  entire  health  planning  process. 
If  such  potential  for  eradication  of  all  the  time  and  effort  expended 
by  hundreds  or  thousands  of  community  volunteers  exists,  the 
entire  process  cannot  help  but  suffer. 

Given  the  proposed  requirement  that  certificate-of-need  decision 
be  consistent  with  the  State  health  plan,  which  we  do  support,  such 
extraordinarily  wide  latitude  for  the  Governor  would  create  far  too 
many  incentives  for  ad  hoc  amendments,  we  feel,  to  the  State 
health  plan. 

Senator  Kennedy.  Do  you  think  on  that  point — that  is  one  of  the 
recommendations  of  the  administration  that  it  would  undermine 
the  effectiveness  of  the  kind  of  work  that  is  being  done  at  the  local 
level? 

Ms.  Hanson.  Senator,  I do.  I think  the  process  that  finally  ar- 
rives at  the  HSP’s  is  one  that  involves  such  concentrated  input,  a 
series  of  public  hearings,  community  input.  Then  when  it  finally 
arrives  at  the  point  at  which  everyone  is  comfortable  with  it,  for 
all  your  volunteers  as  well  as  your  professional  staff  to  think  that 
suddenly  all  of  that  could  be  changed  or  disseminated,  I think, 
would  be  morally  undermining  and  I also  think  it  kind  of  removes 
the  sort  of  accountability  that  I thought  this  bill  had  been  encour- 
aging. 

I really  think  it  would. 

Senator  Kennedy.  You  would  agree  with  that,  Mr.  Densmore? 

Mr.  Densmore.  Yes. 

Ms.  Hanson.  Next  we  have  been  advised,  and  I keep  saying 
“advised”  because  at  the  time  we  wrote  our  testimony — in  fact,  we 
have  yet  to  see  the  administration  bill — we  have  been  told  the 
administration  bill,  and  have  heard,  will  give  the  Secretary  total 
authority  to  specify  which  institutional  health  services  must  be 
reviewed  for  their  appropriateness  on  an  institution-by-institution 
basis. 

This,  again,  seems  something  that  should  be  left  to  the  local 
communities  to  decide  in  view  of  what  we  feel  is  the  intent  of  the 
original  law,  Pub.  L.  93-641.  Wide  variations  in  institutional  health 
services  that  exist  throughout  the  country,  we  suggest,  would  make 
it  extraordinarily  difficult  to  apply  one  standard  for  all. 

Finally,  it  is  our  understanding  that  there  also  in  this  adminis- 
tration bill  will  be  a provision  calling  for  total  Secretarial  discre- 
tion in  determining  the  amount  of  grant  funds  to  be  allocated  to 
the  HSA. 

Per  capita  funding  formula,  as  was  stated  earlier,  would  be  elimi- 
nated. We  think  that  is  a highly  questionable  provision.  But  the 
consequences  on  the  ability  of  the  planning  agency  to  apply  any 
reasonable  degree  of  sound  program  or  fiscal  management  proce- 
dures for  their  planning,  we  think,  would  be  very  difficult. 

The  other  issue  that  I think  is  a rationale  concern  of  the  agency 
and  the  AHPA  representing  them  is  the  implication  that  HSA’s 
are  nothing  but  part  of  the  system  at  which  the  Secretary’s  discre- 
tion would  decide  whether  agency  A or  agency  B should  get  a 
certain  kind  of  funding. 

We  realize,  perhaps,  there  is  nothing  punitive  or  negative  intend- 
ed in  the  administration  proposal.  We  think,  however,  totally  elimi- 
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nating  the  per  capita  funding  for  this  kind  of  a discretionary 
funding  we  think  would  be  very  dangerous. 

The  great  strength  of  the  agencies  is  that  they  are  community 
based,  they  are  broadly  represented.  They  are  agents  of  change, 
and  we  are  charged  with  solving  important  problems  in  ways  we 
hope  are  responsive  to  our  local  community  situations. 

Hopefully,  the  things  we  have  pointed  out  as  concerns  to  the 
administration  will  also  be  concerns  to  your  committee. 

At  a time  in  our  history  when  citizens  are  concerned  about 
Federal  spending  and  also  concerned  about  Federal  initiatives 
brought  into  their  communities  without  very  careful  consideration 
of  what  local  needs  are,  we  feel  that  we  are  in  a position  to  say 
that  this  is  a Federal  intervention  that  is  appropriate. 

We  think  the  answer  to  why  there  should  be  continued  Federal 
support  and  funding  and  endorsement  of  health  planning  are 
threefold. 

The  health  planning  law  is  interestingly  the  only  major  health 
legislation  passed  by  the  Congress  which  has  been  documented  to 
reduce  health  care  costs  significantly.  Again,  I refer  you  to  our 
study. 

Second,  the  health  planning  law  provides  for  full  local  involve- 
ment of  all  parties,  consumers,  provider,  rich,  poor,  urban,  rural, 
and  they  are  all  able  to  participate  in  the  decisionmaking  process. 

And  finally,  the  planning  agencies  are  really  captive  of  no  spe- 
cial interest  group.  They  represent  as  closely  as  it  is  ever  possible 
to  be  represented  a shared  community  prospective  as  to  what  con- 
stitutes good  health  care,  what  the  unmet  needs  are  in  a health 
service  area,  and  this  has  been  applied  across  the  country,  we  feel, 
with  a track  record,  so  far,  of  success. 

Volunteers  and  staffs  of  the  health  systems  agencies,  and  the 
SHCC’s  and  the  SHPDA’s  worked  hard  the  last  3 years  for  their 
communities,  for  their  regions  and  for  their  State.  They  have  done 
it  with,  we  feel,  some  degree  of  success.  Of  course,  there  is  still 
some  more  success  ahead. 

We  think  that  your  support  and  confidence  to  expand  the  pro- 
gram that  already  exists,  we  think,  will  result  in  some  remarkable 
achievements  in  the  future.  Thank  you. 

Senator  Kennedy.  Thank  you  very  much.  That  summary  is 
really  what  was  intended  with  the  program,  not  without  some 
complications  and  some  difficulties.  We  are  strong  believers  that 
we  have  the  framework  set,  that  we  should  adjust  and  tune  it  a bit 
without  shaking  it  up,  give  it  an  opportunity  to  function  and  work. 

And  the  purpose  was  just  as  you  identified,  to  save  the  kinds  of 
resources,  to  bring  local  resposibility  in  terms  of  making  decisions 
affecting  health  care  within  the  community,  believing  the  people 
within  those  communities  are  going  to  be  concerned  and  active  and 
involved  in  insisting  that  they  involve  themselves  in  decisions  af- 
fecting their  lives,  the  lives  of  their  children  and  parents,  and 
doing  it  in  a way  in  which,  in  a framework  in  which  we  have  the 
providers  and  the  consumers  and  those  that  are  impacted  by  these 
decisions  are  working  in  a synergistic  way  to  really  make  some 
sense  out  of  health  policy.  I am  a strong  believer  that  that  is  the 
way  we  ought  to  be  moving. 
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It  is  encouraging  with  your  statistics  in  terms  of  the  savings  of 
resources.  I have  one  question.  Mr.  Densmore,  how  do  you  develop 
the  kinds  of  support  within  your  locality  when  you  are  making 
some  awful  tough  and  difficult  decisions  where  you  are  saying  yes 
to  one  group;  no,  to  another;  and  where  you  are  under  a general 
framework  of  limitations  in  terms  of  where  the  big  Washington  is 
in  the  back,  somewhere  in  the  background. 

How  can  you  really  make  these  decisions  in  a way  that  will  build 
the  kind  of  support,  particularly  when  you  are — as  this  process 
moves  on  for  a longer  and  longer  period  of  time,  you  are  going  to 
have  to  make  tougher  and  tougher  kinds  of  decisions.  What  can 
you  tell  us  about  it?  I would  just  be  interested  in  what  your  own 
sense  is. 

Mr.  Densmore.  I think  we  are  only  part  way  down  the  road,  but 
my  observation  is,  as  I said  in  the  testimony,  that  there  is  a very 
well  thought  out  participatory  process  involved  in  developing  the 
plan  in  the  first  place. 

But  still  it  is  a small  percentage  of  the  675,000  people  in  the 
area,  and  when  the  rest  of  them  read  about  it  in  the  newspaper,  it 
can  become  very  controversial  and  political. 

So  we  have  undertaken  a major  effort  to  put  our  story  across 
through  putting  together  a reasonable  professional  slide-tape  story 
on  the  health  systems  agency,  and  we  have  had  this  available  for  a 
month  or  so. 

We  have  presented  it  to  the  senators  and  representatives  of 
central  Massachusetts,  to  the  Worcester  City  Council,  to  a number 
of  hospital  trustees  and  so  on,  and  we  find  that  when  we  do  a good 
job  of  putting  the  whole  story  across  as  to  the  health  care  crisis 
and  the  role  of  health  systems  agencies  in  the  planning  process  and 
the  major  components  of  each  of  the  14  elements  of  the  plan  and 
focus  on  some  of  the  priority  issues  at  the  end,  that  we  get  a good 
reception,  and  we  think  we  are  beginning  to  build  good  understand- 
ing and  support. 

Senator  Kennedy.  Just  as  a point  of  information,  Norton  Co., 
what  is  sort  of  your  front  end  planning?  Are  you  thinking  2 years 
ahead,  3 years  ahead,  10  years  ahead? 

Mr.  Densmore.  Ten  years.  And  more  formally  for  5 years. 

Senator  Kennedy.  It  seems  to  me  that  this  is  what  we  have  to 
try  and  do.  It  seems  to  me  that  that  expands  alternatives  rather 
than  shrinks  them.  It  seems  to  me  that  when  we  do  not  give 
thought  to  what  the  various  factors  are  going  to  be  down  the  road, 
we  limit  our  alternatives  often  in  instances  to  the  least  desirable. 

Ms.  Hanson.  Could  I just  make  one  comment  on  the  question 
you  asked  Mr.  Densmore,  because  he  said  he  thinks  we  are  only 
part  way  down  the  process? 

I think  the  health  systems  agencies,  like,  I guess,  the  antedote, 
originally  started  preaching  and  then  meddling,  and  then  as  more 
difficult  decisions  have  come  along,  I think  we  really  have  gotten 
people’s  attention,  maybe  originally  not  in  a positive  way,  but  I 
think  ultimately  in  a positive  way,  and  I sense  in  my  own  commu- 
nity more  and  more  awareness  that  they  know  that  these  citizen 
volunteers  are  making  difficult  decisions,  not  arbitrary  ones,  not 
philosophical  ones,  not  those  that  you  simply  filter  through  what- 
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ever  your  religious  affiliation  is,  but  they  are  difficult  decisions  for 
the  future. 

And  I think  as  more  public  awareness  comes  of  that  there  is  less 
hostility,  a little  more  respect  and  most  importantly  more  people 
saying,  “Gee,  I might  want  to  do  that,  too.” 

And  I think  that  is  the  most  exciting  part — people’s  willingness 
to  participate — not  just  when  it  impacts  on  them  personally  but 
because  they  can  perceive  there  is  a community  benefit  there. 

Senator  Kennedy.  And  a key  element  to  that,  as  I gather  from 
what  you  said  earlier,  is  that  their  decisions  which  are  made  at  the 
local  level  are  going  to  be  the  ones  that  are  going  to  be  respected 
as  the  process  functions  and  works.  That  is  absolutely  essential. 
You  would  agree  with  that? 

Mr.  Densmore.  To  me  that  is  a major  sales  point  in  this  story 
that  we  are  trying  to  get  across  that  it  is  a local  agency,  making 
local  decisions,  and  we  hope  to  persuade  people  that  that  is  a 
preferrable  alternative. 

Senator  Kennedy.  I have  no  further  questions.  But  I want  to 
recognize  Jake  Gibson  who  is  the  head  of  our  master  planning 
program  at  this  hearing.  Mr.  Gibson  for  a number  of  years  had  the 
opportunity  to  talk  to  me  about  this  program  in  the  State. 

Ms.  Hanson.  And  a valuable  member  of  the  AHPA  board. 

Mr.  Densmore.  I might  also  say  that  we  have  with  us  in  the 
audience  President  Mary  Alexander  and  the  Executive  Director 
Bob  Higgins,  and  Assistant  Executive  Director  Bob  Bradfree. 

Senator  Kennedy.  Just  as  a final  point  before  yielding  to  Sena- 
tor Schweiker,  I would  indicate  that  any  program  that  will  have 
national  health  insurance  is  going  to  build  on  this  concept.  That  is 
the  only  way  I think  we  can  do  it  is  having  these  kinds  of  involve- 
ment in  decisionmaking  in  communities. 

Senator  Schweiker.  I would  just  like  to  ask  Ms.  Hanson.  You 
heard  some  of  this  discussion  earlier  this  morning  about  the  ad- 
ministration’s recommendations  to  change  the  bill  before  us  and 
relax  the  1-year  planning  requirement.  My  question  to  you  is  how 
much  effort  is  putting  a master  plan  together  for  the  year  in  terms 
of  your  resources  and  efforts?  And  No.  2,  do  you  concur  with  the 
idea  that  there  should  be  some  figure  other  than  an  annual  plan? 

Ms.  Hanson.  Senator,  I think  one  of  our  recommendations  is  at 
least  there  be  a 2-year  planning  cycle,  and  we  were  not  aware  the 
administration  was  going  to  suggest  three. 

Senator  Schweiker.  Neither  was  I. 

Ms.  Hanson.  We  could  live  with  that  nicely.  Annual  update,  if 
you  got  parts  of  your  plan  that  are  basically  underdeveloped  or 
that  you  have  purposely  deferred  because  you  know  you  will  be 
coming  back  to  it  next  year,  I always  think  that  anytime  that’s 
been  done,  you  should  always  continue  developing  those  compo- 
nents of  the  plan  until  they  are  correct. 

In  terms  of  the  whole  plan,  the  idea  of  updating  it  annually 
actually,  as  I mentioned  in  my  summary,  you  end  up  dealing  with 
form  and  not  much  time  to  deal  with  substance.  I think  it  is  so 
important  that  the  agencies  get  an  opportunity  to  look  at  where 
they  have  come  since  they  made  these  recommendations  and  set 
these  goals  in  their  plan. 
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Even  though  you  have  got  an  annual  implementation  plan  which 
directs  your  activities,  for  you  to  have  to  update  your  health  sys- 
tems plan  annually  just  seems  like  an  enormous  time  commitment 
that  could,  perhaps,  be  better  spent  in  community  education,  in 
conducting  informational  things  that  could  be  useful  to  your  com- 
munity and  to  your  constituents. 

We  are  very  much  in  favor  of  at  least  the  2 and  I say  3 would  be 
all  right,  too,  but  at  least  2 years  would  be  great. 

Senator  Schweiker.  Dr.  Cain,  do  you  have  a statement  or  a 
summary? 

Dr.  Cain.  I do  not  think  so. 

Senator  Schweiker.  We  thank  you  all  very  much  and  we  certain- 
ly will  take  quite  seriously  your  proposals.  I think  it  is  very  excel- 
lent to  have  a group  come  in  with  very  specific  proposals,  well 
summarized,  very  helpful  to  us. 

Thank  you. 

[The  prepared  statement  of  American  Health  Planning  Associ- 
ation follows:] 
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Mr.  Chairman,  tenters  of  the  Subcommittee: 

My  name  is  Jacqueline  B.  Hansen.  I am  President-Elect  of  the  American 
Health  Planning  Association , the  national  association  for  state  and  local  health 
planning  agencies,  their  boards,  their  staffs,  and  our  many  individual  and  cor- 
porate affiliate  matters.  I am  also  the  immediate  past  president  of  the  Mid- 
America  HSA  in  Kansas  City.  With  me  are  William  P.  Densnore,  Vice  President  of 
the  Norton  Company  of  Worcester,  tessachusetts,  and  an  active  consumer  board  neither  of 
the  HSA  in  that  area,  and  Harry  P.  Cain,  Executive  Director  of  the  AHPA. 

We  are  here  today  representing  more  than  50,000  people  vho  volunteer  their 
time  and  efforts  as  members  of  boards  of  directors,  subarea  councils,  advisory 
groups,  and  other  bodies  of  health  planning  agencies.  Their  concern  is  for 
improving  the  health  and  health  care  systans  serving  an  Americans. 

Health  planning  is  working.  We  need  your  support  and  the  support  of 
Congress  in  passing  three-year  renewal  legislation  which  will  give  long-range 
stability  to  our  efforts  to  promote  effective,  credible  health  planning  at  the 
community  and  state  levels. 

We  have  asked  Mr.  Dansmore  to  present  this  testimony  today  to  provide  the 
Caimittee  with  the  perspective  of  an  active  volunteer  consumer  who  is  currently 
engaged  in  the  planning  process  on  the  community  level. 

(Mr.  Densnore:) 

A year  and  a half  ago  when  you  first  introduced  the  health  planning  renewal 
bill  as  S.  2410,  it  was  too  early  in  the  development  of  many  state  and  local 
planning  agencies  for  us  to  report  with  certainty  on  the  impact  of  these  agencies 
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their  ocmnuniti.es.  Today,  as  we  appear  in  seaport  of  S.  544  in  the  96th 
mgress,  we  can  confidently  report  that  planning  is  making  an  impact  cn  health 
are  in  oemnunities  all  across  the  country.  The  impact  is  being  felt  in  two 
najor  areas:  cost  reduction  and  health  care  systems  improvement. 

Nearly  all  of  the  local  planning  agencies  are  fully  designated  and  have 
completed  their  initial  health  systems  plans.  A large  number  have  had  the 
opportunity  to  revise  these  plans  on  the  basis  of  experience . They  have  defined 
the  health  care  needs  of  their  areas  and  addressed  the  means  for  pursuing  goals 
and  objectives  in  each  area  where  better  or  more  accessible  health  care  is 
required.  They  have  worked  actively  throut^i  the  existing  review  programs  to 
curtail  unneeded  new  health  care  capital  and  operating  expenditures. 

A full  report  on  the  performance  of  health  planning  agencies  in  the  past 
taro  years  is  submitted  with  this  testimony  for  your  study.  The  study  provides 
usable  data  an  the  experience  of  health  planning  agencies  covering  88%  of  the 
United  States'  population. 

Several  findings  should  be  emphasized.  During  the  past  two  years,  the 
total  investment  in  health  planning  in  the  areas  covered  was  approximately 
$330  million,  or  $1.69  per  capita  (nearly  90%  in  Federal  dollars) . In  that 
same  time,  the  amount  of  proposed  capital  investment  reviewed  by  these  agencies 
was  $12  billion  dollars,  or  $ 78.50  per  capita.  The  amount  disapproved  or 
discouraged  was  $3.4  billion,  or  $26.45  per  capita.  If  we  consider  cnly  those 
capital  investment  proposals  that  were  officially  denied,  a total  of  2.3  billion 
dollars  or  $13.79  of  unnecessary  capital  investment  per  capita  has  not  gone 
forward.  We  can  say,  therefore,  using  conservative  estimates,  that  in  the  last 
two  years  planning  agencies  prevented  eight  dollars  of  unnecessary  capital 
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investment  for  every  dollar  spent  cn  health  planning.  And  the  accompanying 
operating  costs  saved  as  a consequence  of  these  capital  investment  denials, 
again  by  conservative  estimate,  would  exceed  10  billion  dollars  for  the  decade 
of  the  1980s. 

Capital  investment  review  typically  utilizes  much  less  than  half  of  a 
planning  agency's  time  and  resources.  The  majority  of  their  efforts  are 
directed  toward  other  plan  development , implementation,  and  technical  assistance 
activities.  These  activities  have  a two-fold  benefit.  First,  they  enrich 
and  enhance  community  health  resources.  Seoondly,  they  have  significant  long 
range  cost  control  implications.  We  wish  to  stress  that  all  cost  containment 
is  not  bound  up  in  capital  and  facilities  control. 

Consider,  for  example,  the  important  cost-benefits  to  the  population  of: 
development  of  new  ambulatory  care  facilities;  assistance  in  the  design  of 
health  promotion  programs  in  municipal  hospitals;  cooperative  meetings  with  an 
area's  radiologists  to  establish  plans  for  future  placement  of  Cl  scanners; 
providing  assistance  in  the  development  of  feasibility  studies  for  the  estab- 
lishment of  HMDs;  leadership  consultation  and  collection  of  data  which  promotes 
the  merger  of  hospitals  in  a large  city;  having  underserved  areas  designated  as 
"undenrserved"  for  purposes  of  Federal  funding  eligibility;  providing  technical 
assistance  and  organizing  the  community  in  snpport  of  rural  health  initiative 
planning  grants;  assisting  in  the  recruitment  of  physicians  for  underserved 
counties;  and  arranging  public  service  radio  announcements  on  child  immuniza- 
ticns.  Each  of  these  activities  results  in  concrete  improvements  in  the  way 
health  care  is  delivered  and  received.  They  are  documented  in  the  study. 
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Vfe  would  like  to  emphasize  the  contribution  of  the  more  than  50,000 
volunteers  who  participate  in  the  planning  process.  These  volunteers  have,  by 
conservative  estimates  derived  from  a study  of  participation  in  the  southeast, 
contributed  over  4 million  hours,  exclusive  of  travel  or  preparation  tine,  in 
support  of  planning  for  better  health  care  in  their  local  communities  over  the 
past  two  years.  This  represents  over  $50  million  dollars  of  in-kind  "volunteer" 
contributions  provided  by  hicflily  skilled  and  thoroughly  canmitted  professionals 
and  lay  persons  in.  pursuit  of  oonmunity-based  health  care  objectives.  These 
volunteers  need  and  deserve  an  affirmative  response  and  a vote  of  confidence 
frcm  Congress  concerning  their  involvement  and  efforts  on  behalf  of  their 
Cdimunities. 

We  presume  that  the  Congress  recognizes  that  sore  of  the  mandated  re- 
sponsibilities of  the  planning  agencies  are  not  yet  being  net.  The  lack  of 
HEW  regulations  an  review  and  approval  of  proposed  uses  of  federal  funds  and 
cm  appropriateness  reviews,  as  specified  in  P.L.  93-641  in  1974,  have  hampered 
agency  performance  in  these  areas.  Wa  eagerly  await  the  kind  of  performance 
by  HESJ  that  you  and  the  Department  expect  of  the  health  planning  agencies. 

The  analysis  of  the  legislation  which  we  will  submit  for  the  record  will 
indicate  that  in  most  particulars  we  svpport  S.  544.  Vfe  believe  it  provides 
additional  impetus  for  ocntinuaticn  of  a health  planning  process  that  has 
been  successfully  initiated. 

We  particularly  appreciate  the  bill's  increased  support  for  the  minimally 
funded  agencies,  its  appropriate  strengthening  of  the  role  of  the  State  Governors, 
its  concern  for  (although  not  the  specific  approach  to)  fostering  better  inte- 
gration of  mental  health  planning  with  health  planning,  its  proposed  three-year 
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designations  of  the  agencies,  and  its  requirement  that  CCN  decisions  be  con- 
sistent with  the  State  Health  Plan. 

In  addition,  we  ask  that  the  following  concerns  be  recognized  in  Ccnmittee 
mark-up.  (Where  appropriate  ws  will  submit  amendatory  language  for  your  con- 
sideration) : 

1.  let  us  weigh  the  total  impact  of  all  the  proposed  procedural  changes, 
each  of  which  may  be  reasonable  by  itself,  but  the  ccnbinatian  of 
them  all  nay  seriously  disrupt  the  agencies'  performance.  At  the 
least,  allow  a long  enough  time  to  implement  the  changes  gradually. 

2.  Protect  the  members  of  the  HSA  and  SHOC  from  unnecessary  suit,  in- 
cluding anti-trust  suit,  when  it  is  clearly  the  intent  of  the  law 
that  the  health  systems  agency  shall  perform  activities  vhich  facili- 
tate voluntary  closure  or  conversion  or  combination  of  existing 
facilities. 

3.  Ws  support  the  bill's  intention  to  promote  HMDs  by  requiring  that 
they  be  evaluated  within  a specially  developed  HID  frame  of  reference. 
We  further  support  a requirement  that  would  prevent  HMOs  from  being 
discriminated  against  in  State  CCN  programs.  We  are  concerned, 
however,  over  the  bill's  further  proscription  of  any  coverage  of 

HMD  anbulatory  services.  Ws  fear  that  the  principle  of  equity 
might  push  for  the  removal  of  other  resource  intensive  anbulatory 
facilities  and  services  from  the  purview  of  the  planning  agencies. 

4.  Wte  would  support  a two-year  cycle  for  the  review  and  revision  of  the 
HSP  and  the  SHP,  requiring  annual  revisian/inprovonant  only  for  in- 
complete or  underdeveloped  sections  of  the  HSP  or  SHP  as  determined 
by  the  SHCC. 
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5.  Vfe  hope  you  will  retain  very  tight  criteria  for  the  redesignation  of 
HSA  areas.  Any  arbitrary  or  capricious  change  of  an  area's  boundaries 
can  wreak  havoc  with  every  process  and  product  of  the  affected  HSAs. 

Vfe  oould  not  in  good  conscience  fail  to  mention  our  serious  concern  regarding 
the  proposed  Administration  amendments  to  P.L.  93-641,  several  of  vhich  carry 
grave  implications  for  the  planning  process.  I would  like  to  discuss  four  of 
these  in  particular. 

1.  Wfe  understand  that  the  Administration  bill  will  include  an  amendment 
to  Section  1536  allowing  Governors  to  eliminate  HSAs  in  any  states 
having  only  one  HSA  and  placing  their  functions  with  the  SHPDA.  There 
currently  are  13  such  states.  There  could  be  many  more  if  area 
redesignation  criteria  are  softened  as  the  Administration's  bill 
proposes.  We  consider  this  idea  to  be  completely  at  odds  with  the 
basic  intent  of  P.L.  93-641.  It  would  eliminate  the  new  required 
public-private  partnership,  and  would  transform  the  affected  areas 
into  exclusive  state  governmental  planning  units  in  vhich  citizen 
volunteers  could  serve  only  at  the  the  sufferance  of  the  state.  Any 
solid  sense  of  checks  and  balances  could  be  eliminated  at  will.  We 
do  agree  that  there  are  sate  structural  problsns  in  single  HSA  states 
and  we  have  developed  a proposal  for  dealing  with  them  within  the  basic 
concepts  of  this  law. 

2.  The  Administration  also  proposes  to  permit  the  Governor  to  modify 
the  State  Health  Plan  and  the  Health  Systems  Plans  at  will,  requiring 
only  that  he  oansult  with  the  State  Health  Coordinating  Council  (SHCC) 
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and  publicly  state  his  reasons  for  his  changes.  This  would  seem  to 
us  to  invalidate  the  entire  process.  If  such  potential  for  eradica- 
tion of  all  of  the  time  and  effort  expended  by  hundreds  or  thousands 
of  camunity  volunteers  exists,  the  entire  process  will  suffer. 
Particularly  given  the  preposed  requirement  that  Certificate  of  Need 
decisions  be  consistent  with  the  State  Health  Plan  (which  we  support) , 
such  extraordinarily  wide  latitude  for  the  Governor  would  create  too 
many  incentives  for  ad  hoc  amendments  to  the  State  Health  Plan. 

3.  We  also  have  been  advised  that  the  Administration  bill  will  give  the 

Secretary  total  authority  to  specify  which  institutional  health  services 
must  be  reviewed  for  their  appropriateness  cn  an  instituticn-by-in- 
stituticn  basis.  This  again  seems  to  us  better  left  to  states  and 
local  ccrrmunities  to  decide  in  view  of  the  intent  of  P.L.  93-641  and 
the  wide  variations  in  institutional  health  services  which  exist 
throughout  the  country. 

4.  Finally,  it  is  our  understanding  that  the  Administration  bill  will 
again  contain  a provision  calling  for  total  Secretarial  discretion 
in  determining  the  amount  of  grant  funds  to  be  allocated  to  each  HSA. 

The  per  capita  funding  formula  would  be  eliminated.  Not  only  is 
the  intent  of  such  a provision  questionable,  but  its  consequences 
on  the  ability  of  planning  agencies  to  apply  any  reasonable  degree 
of  sound  program  or  fiscal  management  procedures  would  be  severe. 
Moreover,  the  implication  that  the  HSAs  are  considered  by  the  Depart- 
ment to  be  puppets  on  the  end  of  the  Secretary's  string,  to  be  jerked 
around  as  he  chooses,  is  simply  outrageous.  The  great  strength  of  these 
agencies  is  that  they  are  oernnunity-based,  broadly  representative  agents 
of  change,  charged  with  solving  important  problems  in  ways  responsive 
to  their  owi  situations. 
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In  closing,  we  ask  rhetorically:  Why  should  the  Congress  support  planning 

agencies  at  a time  when  people  are  concerned  about  Federal  spending  and  do 
not  want  Federal  initiative  brou^it  into  their  ocmnunities  without  careful 
consideration  of  local  needs:  The  answer  is  three-fold: 

1.  The  health  planning  law  is  the  only  major  health  legislation  passed 
by  the  Congress  in  recent  years  which  has  been  documented  to  reduce 
health  care  costs  significantly. 

2.  The  health  planning  law  provides  for  full  local  involvement  of  all 
parties,  consumer  and  provider,  the  rich  and  the  poor,  urban  and 
rural,  in  the  decision-making  process;  and 

3.  Planning  agencies  are  captive  of  no  special  interest  group.  They 
represent,  as  closely  as  it  is  possible  to  be  represented,  a shared 
canmunity  perspective  as  to  what  constitutes  good  health  care  and 
unmet  needs  in  health  service  areas  throughout  the  country. 

The  volunteers  and  staffs  of  these  agencies  have  worked  hard  during  the 
past  three  years  for  their  carmunities , for  their  region,  for  their  state,  and 
for  their  nation.  They  deserve  your  support  and  your  confidence,  so  they  may 
expand  15x21  the  remarkable  progress  already  achieved.  Thank  you. 
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RESOLVING  THE  SINGLE  HSA  STATE  PROBLEM* 

As  approved  by  the  AHPA  Executive  Committee  - January  29,  1979 

There  has  been  considerable  attention  focused  on  the  problems  with  the  struc- 
ture of  single  health  systems  agency  states.  Proposals  have  been  offered  by 
the  National  Governors  Association  and  the  Administration  on  the  basis  of  in- 
put received  from  their  constituents  as  well  as  from  a General  Accounting 
Office  study  of  health  systems  agencies  and  the  Arthur  D.  Little  studies.  The 
recommendations  from  those  studies  were  summarized  in  a paper  by  Luci  Swanson, 
Chairman  of  the  Government  Policy  Cormiittee,  and  sent  to  all  single  state  HSA 
and  SHPDA  executives.  In  addition,  there  are  currently  under  development  pro- 
posals from  the  single  state  health  systems  agencies  themselves  which  will  be 
discussed  at  least  in  preliminary  form  at  this  meeting. 

It  is  the  belief  of  the  AHPA  staff  that  the  Administration  and  the  National 
Governors  Association  will  make  strong  recommendations  for  drastic  change  in 
the  structural  situation  of  single  HSA  states.  AHPA  must  have  a reasonable  and 
easily  defensible  approach  to  this  problem.  We  have  considered  carefully  the 
options  currently  under  discussion  in  respect  to  relationships  among  the 
governor,  the  SHCC,  the  SHPDA,  and  the  HSA  in  the  single  HSA  state.  The 
resulting  five  point  proposal  is  set  forth  for  discussion  by  the  cormiittee. 
Three  of  these  points  follow  the  basic  agreements  reached  in  Senate  - House 

*AHPA  Government  Policy  Cormiittee  issue  paper  supplement  to  the  paper  issued  by 
Luci  Swanson  1/15/79  concerning  potential  amendments  to  P.L.  93-641. 


9th  Annual  Meeting  — Sheraton-Boston  Hotel  — Boston,  M A — May  31-June  3. 1979 
1601  Connecticut  Avenue.  N.W.  • Suite  700  • Washington,  D.C.  20009  • (202)  232-6390 
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conference  discussions  of  the  95th  Congress,  and  follow  directly  from  the 
policy  orientation  taken  by  the  Senate  and  House  bills  toward  the  single  HSA 
state  issue.  One  of  the  two  additional  points  addresses  the  perceived  im- 
balance between  HSA  and  state  interests  at  the  level  of  the  SHCC.  The  second 
point  attempts  to  facilitate  what  many  single  HSA  states  have  been  doing  for 
some  time  — that  is,  to  work  out  among  themselves  a system  for  efficiently 
translating  the  requirements  of  P.L.  93-641  into  shared  responsibilities  with 
a minimum  of  unnecessary  duplication  or  confusion  in  roles  in  such  areas  as 
plan  development  and  review. 

The  five  point  proposal  for  single  HSA  states  is  as  follows: 

1.  There  shall  be  no  additional  area  redesignation  requirements 
beyond  those  presently  required  under  the  law  except  to  achieve 
more  efficient  and  effective  health  planning  areas. 

2.  The  1536  option  shall  not  be  expanded  to  cover  additional  single 
HSA  states. 

3.  The  governor  may  appoint  the  SHCC  chairperson. 

4.  The  governor  may  appoint  up  to  50%  of  the  SHCC  from  other  than 
HSA  representatives.  (No  HSA  should  be  entitled  to  a majority 
position  on  the  SHCC). 

5.  The  SHCC,  in  consultation  with  the  governor,  may  approve  a 
functional  division  of  labor  between  the  single  state  HSA  and 
the  SHPDA,  but  only  if  this  new  division  of  labor  involves 
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functions,  goals,  and  priorities  already  prescribed  by  P.L.  93- 
641.  In  addition,  if  this  new  division  of  labor  involves  a 
change  in  a functional  role  for  the  SHCC  (different  from  that 
specified  in  P.L.  93-641)s  the  Secretary  of  HEW  must  review  and 
approve  any  change  in  the  SHCC  role. 

This  proposal  is  designed  to  avoid  disruption  of  existing  working  relationships 
in  single  HSA  states  (points  1 and  2);  gives  the  governor  an  opportunity  for 
input  within  the  present  framework  of  the  law  (points  3 and  4);  fosters  inte- 
grated planning  between  the  SHPDA  and  HSAs,  taking  into  account  statewide 
policy  (point  5);  and  most  importantly  allows  the  HSA  and  SHPDA,  with  approval 
of  the  SHCC,  to  work  out  procedures  which  best  fit  the  needs  of  each  single 
HSA  state  as  a function  of  its  distribution  of  services  while  providing  for 
effective  representation  of  local  and  substate  interests  (point  5). 

AHPA: jlw 
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EXECUTIVE  SUWARY 


This  report  summarizes  the  data  obtained  by  the  AHPA  survey  of  health  planning 
agencies  concerning  their  activities  for  the  24-month  period  ending  August,  1978. 

The  data  focus  cn  five  areas:  (1)  the  formal  review  of  capital  investments  proposed 

under  State  Certificate  of  Need  Programs  or  "1122  agresnents" , (2)  the  "unofficial" 
actions  by  HSAs/SKPDAs  that  discourage  capital  investment  proposals,  (3)  the 
review  of  proposed  uses  of  Federal  funds  (PUFF) , (4)  the  provision  of  technicial 
assistance,  and  (5)  major  implementation  problems. 

The  survey  was  conducted  because  sane  relevant  major  national  policy  issues 
concerning  P.L.  93-641  — cost  containment,  health  promotion,  etc.  — are  being 
debated  in  the  absence  of  any  reliable  data,  from  the  nation  as  a whole,  on  the 
inpact  of  the  planning  agencies.  The  Federal  government  has  invested  many  millions 
of  dollars  in  the  developnent  of  the  health  planning  agencies;  States  and  localities 
have  added  more  dollars  to  the  investment;  and  thousands  of  individuals,  citizen 
volunteers,  have  contributed  millions  of  hours  of  effort.  The  two  major  objectives 
of  the  planning  agencies  are  "cost  cantaircnent"  and  "health  care  syston  improve- 
ment". The  extent  to  which  these  objectives  are  being  reached  remains  unknown, 
except  on  an  anecdotal  basis;  hence,  this  survey. 


Who  responded  to  the  survey?. 

Eighty-cne  percent  of  the  HSAs  (166  of  204)  and  fifty-three  percent  of  the 
SHPDAs  (27  of  51)  responded,  giving  us  usable  data  covering  88%  of  the  U.S. 
population.  The  respondents  were  well  distributed  across  the  United  States,  by 
region  and  by  rural/urban  character. 

What  was  the  CON/1122  experience ? 

Major  Findings: 

1.  The  reporting  agencies  reviewed  $12  billion  in  capital  investment  proposals 
(of  which  $10.6  billion  were  in  official  Certificate  of  Need  or  1122  applications). 

2.  $3.4  billion  of  the  proposed  investments  were  disapproved  ($2.3  billion  in 
official  disapprovals) . 

3.  In  the  hospital  sector,  16,000  new  beds  were  proposed  (11,500  in  official 
applications) , of  which  7900  wall  not  be  built  (3700  officially  disapproved) . 

4.  For  skilled  nursing  hones  and  intermediate  care  facilities,  114,000  new  beds 
were  proposed  (85,000  officially).  49,000  did  not  get  approved  (20,000  officially 
denied) . 

5.  The  "operating  costs"  saved  as  a oonsequenoe  of  the  capital  investment  denials 
are  mare  difficult  to  quantify  — but  would  lave  to  exceed  $10  hillicn  far  the 
decade  of  the  1980s. 

6.  For  the  reporting  areas,  the  amount  of  proposed  capital  investment  reviewed 
per  capita,  for  those  2 years,  was  $78.50  ($65.15  officially);  the  amount  denied 
was  $26.45  ($13.97  officially). 

7.  The  total  arount  invested  in  health  planning  per  capita,  for  those  twro  years, 
was  $1.69;  and  the  review  of  proposed  capital  investments  constitutes  less  than 
half  of  the  planning  agencies ' major  activities. 
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By  charting  the  responding  agencies  according  to  their  size  (population  served) 
and  when  they  began  doing  OCN/1122  reviews,  we  discover  that  our  findings  on  official 
reviews  relate  to  75%  of  the  U.S.  population,  for  the  two  years  under  study.  Data 
relating  to  capital  investment  proposals  discarded  through  "unofficial"  but 
doctnen table  HSA  actions  pertain  to  about  45%  of  the  U.S.  population. 

ttiile  there  are  always  methodological  problans  with  this  hind  of  survey,  we 
believe  that  they  have  beer  recognized  in  this  effort,  and  the  appropriate  caveats 
have  been  made  (see  Sections  II.  F.  and  III.  A.  in  the  full  report).  Cne  of  the 
most  perplexing  questions  is,  how  does  the  planning/regulatary  environment  affect 
the  performance  of  a planning  agency.  The  following  quote  frcr.  one  survey  respor.se 
was  echoed  ty  many  of  the  agencies,  and  exarplifies  the  problem: 

It  should  be  aiphasized  that  our  HSA  does  much  more  than  sirply  approve 
cr  disapprove  capital  expenditure  proposals.  We  first  seek  to  help  the 
proponent  of  a project  plan  properly  for  a neeSec  serviced  We  help  the  applicant 
(provider;  develop  a proposal  that  is  consistent  with  identified  canunity 
needs.  Most  of  the  nursing  hone  and  hone  health  care  proposals  developed 
in  this  free  during  the  past  four  years  are  a result  of  this  effort.  As  part 
of  this  "positive”  planning  process,  as  sane  like  to  call  it,  the  HSA  has 
discouraged  or  redirected  substantially  more  applications  (particularly 
for  nursing  homes,  CT  scanners  and  surgical  centers)  than  it  has  disapproved. 

In  most  cases  it  is  not  possible  to  demonstrate  this  quantitatively.  I believe 
it  is  fair  to  say,  hoover,  that  this  is  where  the  HSA  has  beer,  most 
successful.  I air.  personally  aware  of  projects  and  proposals  for  more  than  a 
dozer,  nursing  hones,  three  CT  scanners,  three  ESHD  facilities,  two  proprietary 
hospitals,  two  proprietary  free-standing  surgical  centers,  anc  rwz  proprietary 
"alcohol  treatment  centers”  that  have  not  beer,  pursued  or  developed  because 
of  HSA  (and  in  sctte  cases  also  SHPDA)  policies,  plans  and  analyses. 


Puff  Reviews 

Given  the  stage  of  agency  development  during  the  last  two  years,  and  the  lack 
of  HEW  regulations  ct>  the  subject,  most  agencies  had  not  begun  to  "review  and  approve 
or  disapprove"  proposed  uses  of  Federal  funds,  the  so-called  PUFF  reviews.  However, 
many  agencies  were  reviewing  proposed  Federal  grant/ccn tract  applications,  in  craer 
to  cannent  m them,  to  the  Federal  funding  agency.  The  full  report  provides  enough 
exanples  of  such  reviews  to  provide  a flavor  of  this  activity. 


Technical  Aeeietance 

Technical  assistance  provided  by  the  planning  agencies,  as  a major  plar.- 
inplementaticr  activity,  censures  a large  stare  of  their  resources.  The  kinds  of 
technical  assistance  they  provide  clearly  exemplify  the  nature  of  a planning  agency's 
work.  Some  typical  "technical  assistance  logs"  are  reproduced  in  the  full  report, 
from  lAich  we  excerpt  these  exanples: 
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In  a midwest  HSA 

Provided  technical  assistance  to  nunicipal  hospital  to  establish  an  ambulatory 
care  oenter  in  conjunction  with  a health  premotion  program.  Results  to  date 
include:  1)  agreaients  made  by  two  physicians  to  staff  a primary  care  oenter 
which  will  be  operated  by  a health  service  network;  2)  tentative  carmitment  fran 
Blue  Cross  to  provide  grant  support  for  the  development  of  a demonstration  health 
promotion  program;  and  3)  commitment  from  Board  of  Trustees  of  hospital  to  reduce 
the  facility's  inpatient  bed  capacity.  (130  Days  of  HSA  staff  effort) 

Organized  and  conducted  meetings  with  area  radiologists  to  establish  plan  for 
future  placement  of  CT  scanners.  (30  Days) 

In  a northeast  HSA 

Provided  assistance  in  development  of  feasibility  studies  fear  establishment  of 
HMDs  in  two  Counties  - one  not  funded,  other  still  in  planning  stages.  (5  days, 
Sr.  Staff;  10  days,  Jr.  Staff) 

Leadership,  consultation  and  data  regarding  merger  of  two  hospitals  in  a large 
city  — new  corporation  formed.  (20  days,  Sr.  Staff;  10  days,  Jr.  Staff) 

In  a vrestem  HSA 

Assisted  Health  Services,  Inc.,  in  submitting  a designation  request  to  DHEK  to 
have  most  of  the  high  desert  portions  of  area  designated  as  dental  underserved 
area.  Request  granted  August,  1977.  (25  Days) 

In  a southern  HSA 

Organized  ccnmunity  and  provided  technical  support  for  Rural  Health  Initiative 
Planning  Grants  - three  funded,  one  pending.  (22  Days) 

Assisted  in  recruitment  of  physicians  for  tvro  medically  underserved  counties  — 
two  physicians  now  practicing.  (8  Days) 

Arranged  public  service  announcements  cn  child  imnunizaticns  - played  an  16 
radio  stations.  (3  Days) 


Implementation  Problems 

■ In  addition  to  obtaining  quantitative  data  on  the  agencies'  actual 
performance,  this  survey  elicited  a wide  range  of  agency  cements  regarding  either 
their  accomplishments  or  their  disappointments  and  frustrations,  mostly  the  latter. 
As  much  of  the  simmary  above  deals  with  accomplishments , this  segment  will  deal 
only  with  the  reported  "problans": 

There  were  many  complaints  regarding  HEW's  performance  in  adminsitering  the 
law,  e.g. , 


"There  are  a lot  of  deadlines  iitposed  upon  the  HSAs  while  deadlines 
for  federal  actions  are  allcvpd  to  slip  continuously.  Agencies  that  develop 
early  find  thanselves  being  used  rather  than  helped." 


257 


Problens  directly  connected  to  federal  policies  also  included  concern  about 
tie  arphasis  "solely"  on  cost  containment.  This  was  particularly  a factor  with 
HSAs  in  areas  which  report  that  their  areas  are  already  under  the  national  average 
an  beds,  hospital  costs,  etc.,  and  refrain  significantly  medically  underserved  in 
every  respect.  They  felt  that  the  attention  to  cost  control  and  system  shrinkage 
will  cause  than  to  be  ignored  and  even  given  low  marks  on  performance. 

Another  set  of  frustrations  were  directed  at  state  government.  For  instance, 
a few  HSAs  expressed  concern  that  the  SHPDA  "overturned"  the  HSA  decision  "indefensibly". 
Several  states  were  accused  of  buckling  under  political  pressure,  vitiating  volunteer 
and  staff  willingness  to  stick  to  an  already  tajgh  job.  (Sometimes,  though,  the 
ariticisns  ran  the  other  way:  SHPDAs  accusing  HSAs  of  being  unwilling  to  make  the 

"tough  deeisicns",  leaving  than  up  to  the  state  to  handle.) 

A not  unrelated  caiplaint  frequently  expressed  was  that  CCN/1122  applicants 
have  more  resources  at  their  disposal  than  the  HSAs  and  can  bring  in  experts  and 
sophisticated  legal  counsel  to  buttress  their  case.  The  "unfairness"  of  this  practice 
being  a reimbursable  expense  under  public  financing  programs  was  mentioned. 

Increasing  litigation,  appeals  or  highly  legalistic  "public  hearings"  using  a state 
hearing  officer  requires  keeping  records  beyond  what  might  be  considered  good  practice, 
and  using  scarce  resources  for  legal  fees. 

Finally,  the  problans  afflicting  the  predaninantly  rural  HSAs  were  emphasized 
by  many  respondents.  The  major  problem  cited  was  lack  of  adequate  funding  — these 
agencies  get  a minimal  grant  but  are  still  required  to  meet  all  the  statutory 
responsibilities  of  the  typical  HSA.  Further,  there  are  often  vast  distances,  sparsely 
settled,  which  call  far  inordinately  large  expenses  related  to  travel  for  staff, 
governing  body  members,  and  subarea  council  work.  Che  agency  had  to  spend  25%  of  its 
$175,000  grant  cm  travel  alone  because  that  HSA  covers  over  68,000  square  miles  (for 
ccnpariscn,  note  that  the  whole  state  of  New  York  is  not  quite  50,000  square  miles) . 

Keeping  the  fesults  in  Perspective 

The  most  difficult  aspect  of  the  survey's  analytical  challenge  lies  in 
trying  to  put  all  the  pieces  together  to  accurately  depict  the  functioning  of  a 
young  institution,  the  health  planning  agency.  The  tasks  of  that  agency  are 
enormous  — to  make  our  health  care  systans  more  rational,  more  understandable, 
more  responsive  to  public  needs  and  wants,  mare  resource  conserving  and  health 
promoting.'  As  a result  of  the  HSA/SHPDA  work,  our  health  care  systans , as 
ccmunity-wide  systems,  should  increasingly  reflect  the  dynamics  of  a democracy 
(all  affected  parties  participate,  the  majority  decides)  and  the  economic 
dynamics  of  a private  enterprise  (resources  will  be  allocated  to  maximize  health 
care  returns  on  the  investment  dollar) . To  reach  an  acceptable  level  of  tension 
between  such  diverse  goals  will  take  time,  experiaiae,  patience  and  a willingness 
to  recognize  the  realities  involved.  To  evaluate  our  progress  in  all  those 
directions  will  take  more  intelligence  than  the  full  results  of  this  survey  will 
provide.  The  next  report  from  this  survey,  with  results  mare  fully  analyzed, 
will  provide  useful,  necessary,  but  not  sufficient  data  to  ansver  the  public 
policy  questions  regarding  the  full  value  of  the  health  planning  program. 

Questions  and  suggestions  concerning  the  results  to  date  are  encouraged, 
and  should  be  aiiressed  to  Ifarry  P.  fein  II,  Ph.D.,  Executive  Director,  American 
Health  Planning  Association,  1601  Connecticut  A\«nue,  N.W. , Suite  700,  Washington, 

D.C.,  20009. 
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Second  Report  on  the  1978  Survey  of  Health  Planning  Agencies 
February  1979 


I . Introduction . 

This  report  summarizes  the  results  of  a Survey  of  Health  Planning 
Agencies  conducted  in  September,  1978.  A preliminary  report  on 
selected  aggregate  statistics  pertaining  to  project  review  under 
Certificate  of  Need  and  Section  1122  was  released  and  widely  distributed 
on  November  28,  1978.  This  constitutes  the  second  report  on  the  1978 
survey  and  covers  both  project  review  activity  and  other  facets  of  the 
planning  agencies'  performance  from  mid-1976  to  mid-1978.  With 
modifications  based  on  this  survey,  the  AHPA  has  begun  a 1979  survey 
covering  the  planning  agencies'  performance  during  the  last  six  months  ■ 
(July  1,  1978  to  January  1,  1979). 

This  second  report  expands  on  the  preliminary  report  in  several 
respects.  First,  more  agencies'  responses  have  been  abstracted  and 
included  in  the  analyses.  Second,  in  this  report  we  add  the  results 
from  other  parts  of  the  survey  (e.g.,  technical  assistance  activities).  •, 
Third,  more  detailed  breakdowns  of  data  for  all  of  the  sections, 
including  data  from  project  reviews,  are  provided.  We  are  not  considering 
this  the  "final"  report  on  the  1978  survey  because  several  aspects  of 
the  performance  data  reported  here  require  further  analysis. 


Purpose  of  the  Survey 

The  1978  survey  was  undertaken  in  September  as  a first  step  in 
an  effort  to  collect,  analyze  and  make  public  some  reliable  data 
regarding  selected  activities  of  the  health  planning  agencies  throughout 
the  nation.  In  addition,  the  survey  was  intended  to  produce  key 
statistics  as  benchmarks  for  building  a more  comprehensive  information 
base  for  policy  making  at  the  national  level. 

There  was  no  question  about  the  need  for  the  data  we  were 
requesting.  The  federal  government  has  invested  many  millions  of 
dollars  in  underwriting  the  development  of  health  planning  agencies. 

The  states  and  localities  have  added  more  dollars  to  that  investment, 
and  many  thousands  of  citizen  volunteers  have  contributed  literally 
millions  of  hours  of  effort  to  the  successful  establishment  of  the 
agencies  — to  what  end?  Nationally  there  are  no  data,  no  reasonably 
objective,  quantitative  bases  on  which  to  evaluate  the  benefit  from 
all  that  investment.  That  is  the  need  to  which  the  survey  attempted 
to  respond. 

The  emphasis  in  the  survey  is  on  performance  data,  not  process 
data  nor  any  other  data  needed  to  determine  compliance  with  the 
multitudes  of  regulatory  and  legal  requirements  of  the  law.  In 
every  way  possible,  however,  we  have  coordinated  this  effort  with 
others,  especially  at  the  HEW  Bureau  of  Health  Planning,  so  data  are 
compatible  with  their  reporting  requirements  and  can  be  examined  and 
analyzed  in  a collaborative  manner  — though  no  federal  funds  were 
used  in  the  design  or  execution  of  the  survey. 
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Scope  of  the  Survey 


While  asking  for  the  proposed  capital  investment  that  planning 
agencies  had  reviewed  under  State  Certificate  of  Need  laws  or  under 
"1122  agreements"  signed  with  the  Secretary  of  HEW,  and  the  cost 
consequences  of  the  projects  reviewed,  the  survey  sought  to  determine 
whether  capital  costs  were  associated  with  beds,  equipment  or  other 
changes  in  service  and  whether  the  expenditures  were  proposed  for  new 
services,  renovation  of  existing  capacity  or  other  improvements. 

There  was  also  a particular  interest  in  learning  about  and 
documenting  two  other  facets  of  planning  agencies'  activities  which 
can  have  major  impact  on  the  shape  of  the  health  care  system,  and 
have  been  least  well  known  outside  of  the  agencies  themselves.  These 
are  1)  the  provision  of  technical  assistance  to  others  in  the  community, 
particularly  toward  developing  or  strengthening  needed  projects,  and 
2)  the  dissuasive  advice,  or  sometimes  even  a dissuasive  atmosphere, 
that  results  in  the  non-submission  or  withdrawal  of  applications  for 
unneeded  projects.  This  latter  activity  has  been  cited  repeatedly  as 
one  of  the  most  significant  and  increasingly  effective  contributions 
of  HSAs  and  SHPDAs,  but  it  has  been,  and  remains,  quite  difficult  to 
document  and  evaluate.  This  survey  makes  a stride  towards  more  under- 
standing of  those  activities  and  how  they  might  be  measured  in  the 
future. 


II.  Research  Methods 

The  survey  instrument  called  for  some  identifying  and  budgetary 
data  to  be  reported  on  the  agency  and  for  selected  information  on  1) 
capital  expenditures  review  under  Section  1122  or  under  Certificate  of 
Need,  including  presubmission  actions  which  may  have  reduced  costs  or 
improved  the  system,  2)  reviews  of  proposed  uses  of  Federal  funds,  3) 
the  provision  of  technical  assistance,  and  4)  accomplishments  or 
problems  not  otherwise  reported. 

A.  Form  A and  A-l,  Official  and  Unofficial  Project  Review  Actions 

There  were  two  sections  on  the  questionnaire  concerned  with 
capital  investment  and  possible  cost  savings.  The  first  Form  (A) 
related  to  formal  project  reviews  under  CON  or  Section  1122.  The 
second  (A-l)  attempted  to  draw  out  quantitative  data  on  the  potential 
impact  of  proposals  not  officially  submitted  or  withdrawn  because  of 
HSA  action  or  advice. 

Included  on  Form  A were  only  those  projects  officially  reviewed 
under  CON  or  1122.  Agencies  were  asked  to  identify  projects  by  name, 
give  the  type  or  nature  of  project  (beds,  equipment,  change  in  service), 
whether  the  project  was  for  construction,  purchase,  conversion,  etc.; 
and  the  dollars  involved  for  capital  investment  and  estimated  annual 
operating  costs.  A large  comments  section  for  each  project  was 
available. 
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The  second  form  (A-l)  was  intended  to  gather  information  on 
activities  or  actions  which  affected  the  CON  or  1122  proposal  prior 
to  the  official  submission.  In  effect,  the  major  difference  between 
Forms  A and  A-l  was  related  to  the  time  of  action:  all  presubmission 
changes  were  to  be  reported  on  A-l;  post  submission  (official)  changes 
on  Form  A.  The  effect  of  this  division  of  reporting  may  be  confusing: 
e.g.,  if  a hospital  wanted  to  add  100  beds,  at  a cost  of  $8,000,000, 
then,  in  informally  discussing  the  idea  with  the  HSA,  decided  to 
formally  apply  for  only  20  beds  at  $2,000,000,  of  which  15  beds  and 
$1.4  million  were  formally  approved,  the  report  would  show: 

reviewed  approved 

form  A 20  beds,  $2  M 15  beds,  $1.4  M 

form  A-l  80  beds,  $6  M — — 

(Total  100  beds,  $8  M 15  beds,  $1.4  M) 


Another  source  of  confusion  in  the  A and  A-l  reporting  is  the 
categorization  of  the  projects  reported  — into  a "hospital  beds" 
proposal,  or  a "hospital  renovation"  proposal,  or  a "hospital  equipment" 
proposal,  etc.  Many  projects  actually  involved  more  than  one  type  of 
proposal,  but  where  the  types  and  costs  were  not  separable,  they  were 
coded  into  only  one  category.  Hence  the  figures  showing  the  results 
by  category  (Table  C,  below)  are  rough. 

B.  Form  B,  Proposed  Use  of  Federal  Funds  (PUFF) . Another  subject 
addressed  in  the  questionnaire  concerned  reviews  for  the  proposed  use 
of  Federal  Funds  (bureaucratically  dubbed  PUFF) . Agencies  were  asked 
to  give  a brief  description  of  the  project,,  the  estimated  costs  of  the 
program  (operating  and  capital)  and  the  Agency's  action,  although  it 
was  recognized  that  many  of  the  agencies  would  not  have  begun  doing 
project  reviews  for  federal  health  fund  applications  at  the  time  of  the 
survey.  In  fact,  technically  they  could  not  have  been  doing  full-scale 
PUFF  reviews  both  because  they  had  not  been  given  a go-ahead  by  HEW 

to  do  PUFF  reviews,  and  HEW  had  not  issued  the  required  regulations. 

C.  Form  C,  Technical  Assistance.  A fourth  form,  C,  reflected  an 
interest  in  obtaining  quantitative  evidence  of  the  amount  and  type 

of  technical  assistance  provided  to  others  in  the  community.  The  number 
of  person  days  of  staff  time  was  suggested  as  a good  indicator  of 
resource  investment  and  agencies  were  asked  to  list  the  technical 
assistance,  its  nature  and  outcome,  if  possible. 

D.  Form  D,  Other  Accomplishments/Problems.  Since  a number  of 
agencies  had  suggested  in  correspondence  and  expressed  in  some  of 
their  own  reports,  actions  or  accomplishments  which  did  not  fall  into 
any  of  the  first  four  categories  but  were  important  to  document,  we 
also  asked  for  a summary  of  other  achievements  or  disappointments. 
Agencies  were  asked  to  "note  such  frustrations  as  inadequacy  of 
resouces  or  too  much  litigation  or  inadequacies  of  CON  law  or  such 
achievements  as  requiring  nursing  homes  to  agree  to  accept  a minimum 
of- 33%  Medicaid  patients  for  a CON." 

Finally,  there  was  a form  E,  also  open  ended,  which  asked  for 
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criticisms  of  the  reporting  form  and  suggestions  for  modifications. 
Results  of  that  will  not  be  reported  here;  there  were  only  a few 
responses,  and  they  were  incorporated  into  the  new  (1979)  survey. 

E.  Editing,  Validating  and  Abstracting.  When  the  forms  were 
received,  the  data  were  checked  and  an  abstract  form  for  the 
aggregate  figures  was  completed.  When  there  were  questions,  the 
individual  named  on  the  form  for  call-back  purposes  was  contacted 
for  clarification. 

Three  other  methodological  facts  are  worth  noting  here.  First, 
proposals  that  were  still  "pending"  in  August,  1978,  were  not  counted 
having  been  reviewed.  They  will  be  included  in  the  second  survey. 

Second,  whenever  a facility  was  transferred  to  or  purchased  by  a 
person  or  a corporation  with  no  change  in  service,  programs,  beds  or 
capacity,  the  acquisition  or  transfer  was  not  counted,  even  though  there 
may  have  been  some  dollar  figures  associated  with  the  transfer. 

This  was  done  as  long  as  there  was  no  change  in  capacity  to  the  health 
system.  Third,  whenever  a project  came  into  an  agency  for  review 
more  than  once  it  was  counted  only  as  one  review.  For  example,  if 
a Hospital  applied  twice  for  a 50  bed  expansion  and  $2,000,000  worth 
of  renovation,  was  turned  down  by  the  HSA  both  times,  but  later 
applied  again  for,  and  had  approved,  $1.5  million  worth  of  renovation, 

10  new  beds  and  an  improvement  in  the  Emergency  Room,  the  HSA  would 
be  counted  as  reviewing  only  the  first  proposal,  and  would  only 
get  credit  for  costs  savings  of  $.5  million  and  40  beds. 

F.  Some  Methodological  Problems.  In  addition  to  more  routine 
or  predictable  problems  associated  with  this  survey,  such  as  the 
difficulties  accompanying  the  estimation  of  operating  costs 
connected  to  each  capital  investment,  there  were  three  significant 
methodological  problems  which  affect  the  meaning  of  these  data  and 
should  be  kept  in  mind  by  the  reader. 

First,  it  is  not  at  all  clear  what  effect  there  is  on  potential 
applicants  when  they  are  confronted  by  a tough  regulatory  environment 
and/or  there  is  a well  developed  Health  Systems  Plan.  One  would 
assume  that  if  in  a particular  state  or  area  it  is  well  known  that 
no  new  hospital  beds  are  likely  to  be  approved,  it  is  unlikely  that 
hospitals  will  apply  for  approval  of  new  beds.  Like  a strong  defense 
posture,  the  deterrent  effect  of  a solid  or  outstanding  program  is 
not  possible  to  prove,  but  has  intuitive  appeal  and  there  is 
considerable  anecdotal  evidence  that  capital  investment  in  such  an 
environment  is  at  least  shifted  to  other  purchases  if  not  halted.  On 
the  other  hand,  if  it  is  known  that  only  a few  new  beds  will  be 
approved,  there  may  be  a competitive  scramble  for  the  approval, 
resulting  in  more  applications  than  one  might  otherwise  have  anticipated. 
In  any  event,  the  regulatory /planning  ambience  and  its  effects  on 
behavior  will  never  be  quantifiable  in  a perfectly  satisfactory 
manner;  witness  this  statement  from  an  HSA  director  who  reported 
data  on  disapprovals  and  then  followed  with  this  statement: 
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"These  disapprovals  do  not  take  into  consideration  those 
projects  that  have  been  discouraged  by  the  Health  Systems 
Agencies,  based  on  the  fact  that  their  Health  System  Plans 
did  not  show  a need  for  certain  projects.  Above  the  13.5 
million  dollars  that  the  HSA  has  actually  disapproved,  our 
agency  can  document  another  12.5  million  dollars  that  have 
been  discouraged,  prior  to  the  applicant  filing,  simply 
because  the  Health  Systems  Plan  shows  that  there  is  no  need 
for  these  specific  projects. 

A similar  phenomenon,  as  well  as  an  example  of  how  technical 
assistance  by  the  agencies  can  improve  the  health  system  is 
captured  in  another  letter  from  an  HSA  Director: 

It  should  be  emphasized  that  our  HSA  does  much  more  than 
simply  approve  or  disapprove  capital  expenditure  proposals. 

We  first  seek  to  help  the  proponent  of  a project  plan 
properly  for  a needed  service.  We  help  the  applicant  (provider) 
develop  a proposal  that  is  consistent  with  identified 
community  needs.  Most  of  the  nursing  home  and  home  health 
care  proposals  developed  in  this  area  during  the  past 
four  years  are  a result  of  this  effort.  As  part  of  this 
"positive"  planning  process,  as  some  like  to  call  it,  the 
HSA  has  discouraged  or  redirected  substantially  more 
applications  (particularly  for  nursing  homes,  CT  scanners 
and  surgical  centers)  than  it  has  disapproved.  In  most  cases 
it  is  not  possible  to  demonstrate  this  quantitatively.  I 
believe  it  is  fair  to  say,  however,  that  this  is  where  the 
HSA  has  been  most  successful.  I am  personally  aware  of 
projects  and  proposals  for  more  than  a dozen  nursing  homes, 
three  CT  scanners,  three  ESRD  facilities,  two  proprietary 
hospitals,  two  proprietary  free-standing  surgical  centers, 
and  two  proprietary  "alcohol  treatment  centers"  that  have 
not  pursued  or  developed  because  of  HSA  (and  in  some  cases 
also  SHPDA)  policies,  plans  and  analyses. 

This  was  a theme  echoed  by  many  of  the  planning  agencies, 
suggesting  that  their  real  value  is  difficult  to  measure  because 
so  much  is  connected  to  the  reshaping  of  plans  and  projects  in 
ways  responsive  to  a community's  needs  (both  unmet  and  overmet). 

We  saw  in  numerous  instances  that  the  simple  recitation  of 
numbers  would  fail  to  convey  the  nuances  of  the  experiences  being 
surveyed.  Much  of  what  the  agencies  do  may  involve  significant 
changes  in  projects  which  may  benefit  everyone  — improve  service 
and  reduce  costs  — but  would  not  show  up  in  the  tables  as  a 
"disapproved"  or  dramtically  reduced  project.  The  second  part  of 
the  following  example  submitted  by  an  HSA  Director  (with  corroborating 
evidence)  illustrates  this  point: 

In  late  1976  an  area  hospital,  (one  of  seven  in  our  region)  , 
submitted  an  application  for  renovation  and  new  construction 
at  a total  cost  of  $15  million.  The  application  was 
abruptly  withdrawn  when  a newspaper  reporter,  covering  HSA 
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activities,  made  an  inquiry  for  further  information.  The 
hospital  offered  a recast  version  of  its  proposal  a short 
time  ago.  The  new  price  tag  was  S10.5  million.  We  reviewed 
the  proposal,  and  found  that  improvements  were  needed  as 
indicated,  in  surgery,  emergency,  laboratory,  and  other 
hospital  departments.  Because  the  project  involved  extensive 
new  construction , we  acquired  the  services  of  an  architect 
to  give  us  a "second  opinion"  on  the  design  and  engineering 
features.  We  were  assured  that  the  hospital  could  not 
achieve  its  objectives  at  a lower  capital  cost. 

On  the  other  hand,  our  review'  uncovered  certain  problems. 

The  hospital  had  an  excess  of  licensed  bed  capacity;  it 
had  projected  a minimal  percentage  (6%)  of  ambulatory 
surgery;  its  emergency  room  was  found  to  be  excessively  used 
by  patients  seeking  primary  care,  and  it  was  planning  the 
purchase  of  expensive  laboratory  equipment  without  first 
exploring  the  possibility  of  sharing  with  a nearby  hospital . 

HSA  approved  the  proposal  with  four  conditions  which  sought 
to  correct  the  above  findings.  The  Rate-setting  Agency 
responded  to  our  concerns  and  negotiated  directly  with  the 
Hospital  for  modifications  prior  to  their  agreement  of  need. 
The  Eospital  reduced  its  licensed  beds  free  <26  to  306 
(present  staff  capacity)  and  pledged  to  further  reduce  its 
staff  beds  by  20-30  within  one  year.  A.  separate  unit  within 
the  Emergency  Room  will  be  established  to  treat  primary  care 
patients  at  a lower  cost.  Ambulatory  surgery  will  be 
increased  to  20%,  and  discussions  are  under  way  with  area 
hospitals . 

The  Hospital  also  pledged  to  strengthen  its  utilization  review 
procedures  and  to  reduce  its  average  length  of  stay  from  8.4 
to  6.9  days. 

The  Rate-setting  Agency  noted  that  with  these  modifications, 
the  Hospital's  ooeratinc  budoet  would  be  reduced  by  $509,000 
annually  by  1982'.  A further  reduction  of  $240,000  - $318,000 
can  be  achieved  by  closing  of  20-30  additional  beds  within 
one  year. 


The  second  methodological  problem  which  influences  the  meaning 
of  the  data  can  be  stated  as  an  elaboration  of  the  " competitive 
effect"  noted  above.  The  disapproval  of  a particular  investment, 
especially  beds,  keeps  the  investment  potential  open  in  a way  that 
the  approval  of  the  investment  by  the  agency  may  not.  For 
example,  a planning  agency  may  have  turned  down  five  requests, 
each  for  200  nursing  beds,  but  if  the  agency  had  accepted  the  first 
request  for  200,  there  may  have  been  no  more  requests.  In  other 
words,  if  the  HSA  turned  down  the  first  five  requests,  but  approved 
the  sixth,  it  may  actually  have  prevented  or  "saved"  nothing,  or 
it  may  have  prevented  the  building  of  1000  unneeded  beds  and  'saved' 
the  costs  associated  therewith,  or  (most  likely)  the  real  savings 
are  somewhere  between  nothing  and  the  cost  of  1000  beds!* 

•Where  it  was  apparent  that  several  applications  were  "competing”  for 
only  one  likely  approval  (e.g.,  a seouer.ee  of  CAT  scanner  prooosals  from 
the  same  hospital  or  "competing  hospitals"  until  one  proposal  was 
approved),  we  did  not  count  the  disapprovals  as  "savings”. 
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Third,  there  are  often  extensive  negotiations,  as  illustrated 
by  the  example  on  page  10  , between  an  applicant  and  the  planning 
agency  resulting  in  significant  cost  saving  changes  over  time,  but 
very  difficult  to  reflect  in  our  survey  instrument.  In  several 
places,  for  instance,  we  learned  about  improved  financing  at  much 
lower  interest  rates  obtained  during  HSA  review.  All  of  the  system 
improvements  cannot  be  easily  documented  or  their  cost  savings 
quantified  but  they  are  happening  and  are  important  to  bear  in  mind. 

While  there  is  no  way  to  adequately  correct  for  those  three 
methodological  problems,  it  is  important  to  recognize  them  and 
make  judgments  and  interpretations  accordingly.  At  the  very  least, 
we  should  emphasize  the  meaningless  of  "approval  rates".*  For  some 
of  the  reasons  cited  above,  one  might  predict  a U-shaped  curve 
in  percentage  of  approvals.  That  is,  a first-rate  planning  agency, 
with  a well  developed,  highly  publicized,  resource-conserving  plan 
and  good  community  standing,  could  boast  of  a very  high  approval 
rate;  and  an  ineffective  HSA  may  also  approve  virtually  all 
applications.  The  difference  is  in  the  nature  of  the  applications 
and  the  community-wide  planning  which  can  document  the  need  for 
the  projects  proposed. 


* Note  GAO  report  "Status  of  the  Implementation  of  the  National 
Health  Planning  and  Resources  Development  Act  of  1974,"  November  2, 
1978;  p.  28.  The  GAO  report  uses  approval  rates  as  the  key  indicator 
of  project  review  experience. 
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Results 

III.  A.  Areas  and  Agencies  that  Responded. 

There  are  207  health  service  areas  in  the  50  states  and  the 
District  of  Columbia:  204  served  by  HSAs/SHPDAs  and  3 served  by 

SHPDAs  only  (Rhode  Island,  D.C. , and  Hawaii).1  The  166  HSAs 
(81%)  and  27  SHPDAs  (53%)  that  responded  to  this  survey  provide  us 
with  usable  data  on  171  of  the  207  areas.  With  the  more  complete 
responses  from  the  HSAs,  we  often  used  only  the  HSA  data,  or  the 
HSA  and  the  SHPDA  data,  at  least  regarding  CON/1122  experience.  The 
exceptions , where  we  used  only  SHPDA  data,  were  Rhode  Island  (a  1536 
state),  Kentucky  and  Mississippi . In  one  instance,  in  California, 
we  used  SHPDA  data  to  report  the  results  of  projects  from  one  sub- 
state health  service  area  (Los  Angeles) . 

Because  most  of  the  non-respondents  are  located  in  the  less 
heavily  populated  areas,  the  171  covered  areas  account  for  68%  of 
the  V.S.  population.*  Table  A arrays  all  the  HSAs  by  size  of  area,  and 
shews  the  number  of  respondents  in  each  size  category. 


1 The  health  planning  program  also  covers  six  other  areas  — Puerto  Rico, 
the  Virgin  Islands,  Guam,  Samoa,  the  Trust  Territories  and  the  Northern 
Mariana  Islands,  — but  they  are  not  incluled  in  this  report. 


2*  Actually,  with  more  analytic  resources  v*  could  full  data  an  another 
18  HSAs  fran  the  data  submitted  by  theSHPDAs;  if  and  when  we  do  that, 

95%  of  the  U.S.  population  will  be  covered.  Attachnent  A shows  the  agenci 
that  responded.  The  seventeen  areas  on  which  we  have  no  data  are: 

New  Hanpshire 

Connecticut  HSA  #4  (North  Central  Oonn.) 

Washington,  D.C. 

Tennessee  HSA  #1  (and  Virginia  HSA  #6  = Appalachian  Regional  Center 
far  Health  Advancement) 

Alabama  HSA  #5  (Southeast  Alabana) 

Minnesota  HSA  12  (HSA  of  Western  Lake  Superior) 

Minnesota  #5  (St.  Paul) 

Minnesota  HSA  #7  (Southeastern  Minnesota) 

Illinois  HSA  #9  (Kendall,  Grundy,  Will  and  Kankakee  Counties) 

ARkansas  HSA  12  (Delta-Hills) 

Missouri  HSA  45  (Southeast  Missouri) 

North  Dakota  HSA  #2  (Agassiz,  includes  Minnesota  #1) 

North  Dakota  HSA  43  (Min-Oak,  includes  Minnesota  43) 

Nevada  HSA  42  (Clark  Oounty) 

Arizona  HSA  42  (Southeastern  Arizona) 

Arizona  HSA  43  (Northern  Arizona  COG) 

Hawaii 
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responding 


3. 0 million 


TABLE  A 


Another  indication  of  the  breadth  of  our  HSA  respondents 
is  reflected  in  this  breakdown  by  region  of  the  country: 

Responses  by  Region 


Regicti  I (New  England) 

II  (New  York  - New  Jersey) 

III  (Mid-Atlantic) 

IV  (Southeast) 

V  (Upper  Midwest) 

VI  (Southwest) 

VII  (Mid-v.est) 

VIII  (Rocky  tits) 

IX  (Calif.,  Ariz., 

Nev. , Ha.) 


No.  of  HSAs 
14 
13 
20 
40 
42 
21 
12 
10 

21 


No.  Responding  (%) 
12  (86%) 

12  (92%) 

18  (90%) 

31  (78%) 

36  (86%) 

18  (86%) 

10  (83%) 

7 (70%) 

11  (52%) 


X (Pacific  NW  & 
Alaska) 


11  11  (100%) 

204  166  (81%) 


TABLE  B 


Finally,  we  did  a breakdown  of  the  HSAs  into  those  that 
are  essentially  new  agencies  (i.e.,  created  de  novo  under 
P.L.  93-641)  and  those  that  grew  out  of  predecessor  agencies 
(typically  one  or  more  CHP  " b"  agencies).  Approximately  44% 
of  the  HSAs  (90  out  of  204)  are  considered  "new",  the  rest  "old 
79%  of  the  "new"  participated  in  the  survey,  83%  of  the  "old". 
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III.  B.  CON/1122  Reviews. 


During  the  two  year  period  under  study,  the  planning 
agencies  "intervened"  in  at  least  $12  billion  worth  of 
capital  investment  proposals.  As  a consequence  of  the 
intervention,  $3.5  billion  were  not  invested. 

Those  overall  results  include  the  following  subcomponents, 
as  reflected  in  Table  C,  on  the  following  page.: 

In  the  review  of  proposals  from  short  term,  acute  c=re 
hospitals,  the  planning  agencies  officially  considered  11,488 
new  beds  and  denied  3,648  (32%)  of  them.  Another  4,292  proposed 
beds  were  never  submitted  for  official  review.  As  a result,  in 
total,  $558.5  million  were  not  invested  in  new  beds. 

During  the  same  time,  a much  larger  amount,  $4,698,300,000 
were  proposed  for  hospital  renovations,  much  of  which  was  aimed 
at  bringing  the  facilities  into  compliance  with  various  life 
and  safety  codes  and  other  accrediting  standards.  Most  of  these 
proposals  ($4,428,200,000)  were  officially  submitted,  and  most 
were  approved.  Only  $520,000,000  (11%)  were  denied,  including x 
$195,500,000  that  did  not  make  it  to  the  official  application 
stage. 

In  clinical  equipment,  the  agencies  considered  $515,500,000 
worth  of  proposals,  of  which  21%  was  denied  (including  13%  never 
officially  submitted) . 

For  long  term  care  facilities,  113,883  new  beds  were  proposed 
(84,692  of  them  officially  requested),  of  which  48,666  (43%) 
were  denied  (including  23%  of  the  official  requests) . The 
capital  investment  dollars  "saved"  as  a result  totaled  $718,900,000. 

The  figures  reported  in  the  "other"  category  (row  12)  relate 
to  such  proposals  as  end  stage  renal  disease  centers,  community 
mental  health  centers,  ambulatory  surgery  centers,  hospices,  etc. 
$548,800,000  worth  of  such  proposals  were  considered,  and  a large 
percentage  (34%)  were  dropped  before  becoming  official  applications. 
Of  the  $383,200,000  formally  submitted  $34,800,000  (9%)  were 
disapproved. 


45-450  0-79-18 
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TABIE  C 


Preposed  Capital  Investments  Reviewed  and  Denied 
By  Respondent  Health  Planning  Aaencies,  1976-78. 


PROPOSED 

(S  in  millions) 

DENIED 

($  in  millions) 

Hospital  Investments 

UNOFFICIAL 

OFFICIAL 

TOTAL 

UNOFFICIAL 

OFFICIAL 

TOTAL 

nunber  of  beds 

(i) 

(i) 

4503 

(2) 

11,488 

(3) 

15,991 

(4) 

4292 

(5) 

3648 

(G) 

7940 

$ in  beds 

(2) 

301.0 

1,174.9 

' 1,475.9 

295.5 

262.  S 

558.5 

$ in  equipment 

(3) 

69.7 

445.8 

515.5 

68.4 

37.5 

105.9 

$ in  renovations  ( 4 ) 

270.1 

4,428.2 

4,698.3 

195.5 

324.6 

520.0 

$ in  other 

(5) 

13.5 

361.0 

374.5 

13.5 

31.8 

45.3 

$ Total 

(61  ... 

654.3 

6,409.9 

7,064.2 

572.9 

656.8 

1,229.7 

Lono-terr1  Care 
(St-T/ICF) 

number  of  beds 

(7) 

29191 

84692 

113,883 

29191 

19475 

48,666 

$ in  beds 

(8) 

424.7 

1,426.5 

1,851.2 

424.7 

293.9 

j 718.9 

S in  renovations  (9) 

12. S 

206.4 

219.3 

10.2 

16.2 

26.3 

$ in  other 

(10) 

14.5 

15.5 

29.9 

14.4 

1.5 

15.9 

$ Total 

(ID 

452.1 

1,648.4 

2,100.4 

449.3 

311.6 

761.1 

Other 

(12) 

202.3 

383.2 

585.6 

200.6 

34.8 

235.3 

Totals 

(13) 

1,308.7 

8,441.5 

9,750.2 

1,222.8 

1,003.2 

2,226.1 

L.  A. 

(14) 

2,178.6 

2,178.6 

1,273.6 

1,273.6 

Totals 


(15)  1,308.7  10,620.1  11,928.8 


1,222.8 


2,276.8  3,449.7 
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"Ovei 


id  Costs” 


Although  The  survey  asked  for  estimates  of  "annual  operating 
costs”  associated  with  each  proposed  capital  investment  project, 
we  cannot  report  on  the  operating  cost  "savings"  connected  with 
the  capital  investment  disapprovals.  58%  of  our  respondents  could 
not  give  us  any  of  that  data,  23%  could  give  us  operating  cost 
estimates  for  some  of  their  projects,  and  only  18%  could  give  us 
such  data  on  all  their  projects.  The  reasons  for  their  inability 
to  provide  the  data  range  from  incomplete  record  keeping  to 
State  CON  regulations  that  prohibit  the  agencies  from  asking  for 
any  data  not  required  on  the  application  form  (forms  which  often 
do  not  ask  for  operating  cost  data) . In  any  event,  we  can  only 
make  gross  estimates  of  the  operational  costs  saved  by  the  denial 
of  capital  investments. 

Our  gross  estimate  would  run  as  follows:  if  annual  operating 

costs  average  30%  of  the  capital  costs  (a  conservative  estimate) , 
then  the  operating  cost  savings  for  1980,  and  for  each  year 
thereafter  (at  least  through  the  1980's)  would  be  at  least  SI  billion; 
or  $10  billion  over  the  next  decade. 


For  all  the  agencies  reporting,  the  amount  of  proposed 
capital  investment  reviewed  per  capita,  for  those  2 years,  was  S78.50 
($65.15  officially);  the  amount  denied  was  $26.45  ($13.97  officially). 

For  comparative  purposes,  note  that  the  amount  invested  ir. 
health  planning  per  capita,  for  those  two  years,  was  $1.69.  That 
figure  includes  the  costs  of  the  HSAs,  SHPDAs,  Centers  for  Health 
Planning,  and  Federal  “program  support"  costs. 

In  the  sections  to  follow,  we  point  out  some  characteristics 
of  the  data  which  should  be  kept  in  mind  as  the  figures  in  Table 
C are  read.  In  particular,  we  attempt  to  clarify  the  "period 
covered"  by  the  review  activities  (it's  not  the  full  two  years 
covered  by  the  survey);  the  peculiarities  of  the  Los  Angeles  data; 
the  differences  between  "unofficial"  and  "official"  reviews;  the 
lack  of  tidiness  in  the  categories  (e.g.,  "beds"  v.  "renovation”). 


III.  B.  1 Performance  Period  Covered. 


The  period  of  performance  covered  by  the  survey  was  two  years, 
from  August  1976  to  August  1978.  The  only  part  of  the  survey  where 
we  must  be  precise  regarding  the  period  covered  is  the  CON/1122 
review  performance  period.  Thus,  it  is  important  to  note  that 
many  of  the  reporting  agencies  had  not  begun  doing  reviews  by 
August,  1976,  and  some  had  not  begun  by  August,  1978.  The  chart 
on  the  next  page  shows  the  cumulative  number  of  the  166  reporting 
HSAs  doing  reviews  during  the  two  year  period. 
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No.  of 

Agencies 


Reviews  by  7/76  1/77  7/77  1/78  7/78 


CHART  A 


As  that  chart  suggests,  about  20%  of  the  two  year  period  was 
"lost".  That  is,  our  project  review  performance  data  covers  only 
80%  of  the  time  that  would  have  been  covered  if  all  166  agencies 
had  been  doing  reviews  from  July,  1976  onward.  However,  the 
volume  of  project  reviews  over  the  2 year  period  was  somewhat  larger 
than  the  chart  would  suggest  because  the  agencies  that  began  at 
the  later  dates  tend  to  be  smaller  agencies.  Of  the  34  HSAs  that 
began  reviews  after  July,  1977,  all  served  areas  of  less  than  two 
million  population,  and  most  (23)  served  areas  of  less  than  one 
million  population. 

Table  D arrays  the  166  reporting  agencies  by  size  and  "age  of 
reviewing  process". 


POPULATION  OF  REPORTING  HSA  AREAS 


1 

3.0  million 

2. 0-3.0  M 

1. 0-2.0  M 

.5-1.0  M 

.2-. 5 M 

less  than 
.2  M 

TOTAL 

CLKJIATIVE 

TOTAL 

Began  review 

3 

25 

58 

58 

110 

132 

143 

155 

166 

before  7/76 

j 

7/76  - 1/77 

1 

12 

23 

8 

1 

52 

1/77  - 7/77 

2 

2 

3 

8 

5 

2 

22 

7/77  - 1/78 

5 

1 

n 

1/78  - 7/78 

3 

5 

3 

, 

12 

after  7/78 

2 

3 

3 

3 

11 

TOTAL 

4 

«? 

69 

32 

4 

166 

CUMULATIVE 

TOTAL 

4 

18 

61 

130 

162 

166 

TABLE  D 
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Given  that  weighting  factor,  we  can  estimate  that  approximately 
15%  of  the  two  year  period  was  not  used  for  reviewing  by  the  166 
agencies.  Making  adjustments  for  the  other  five  areas  also  covered 
by  this  report  (from  non-HSA  data) , we  can  modify  the  statement  made 
above,  that  88%  of  the  population  is  covered  by  this  report.  In 
fact,  we  are  reporting  on  the  CON/1122  experience,  for  1976-78,  for 
approximately  75%  of  the  U.S.  population.  Moreover,  as  we  explain 
below,  our  data  are  that  comprehensive  only  on  "official"  review 
actions . 
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III.  B.  2 Los  Angeles. 


Until  the  middle  of  last  month  (January)  we  had  assumed  that  our 
final  tally  would  not  include  the  Los  Angeles  area.  Not  only  had  the 
HSA  for  Los  Angeles  County  been  terminated,  but  even  when  it  was  oper- 
ating it  had  not  been  doing  CON  reviews.  The  California  SHPDA  had 
been  doing  all  reviews  for  the  Los  Angeles  area,  and  although  the 
SHPDA  had  responded  to  oar  survey,  and  did  break  their  data  down  by 
HSA  area,  their  data  did  not  go  beyond  September,  1977.  Hence,  we 
did  not  use  it. 

Then  we  discovered  that  a consulting  firm  (Siegel  and  Associates, 
Orinda,  California)  had  done  a study  of  the  state  CON  records,  for  two 
years  from  July,  1976  to  July,  1978,  focused  entirely  on  Los  Angeles 
County.  With  the  help  of  staff  of  the  Health  Insurance  Association  of 
America  we  have  seen  the  results  of  that  study  and  included  them  in 
this  report  — but  separately  identified  (in  Table  C,  Row  14). 

We  show  the  Los  Angeles  data  separately  because  (a)  the  magnitude 
of  the  figures  could  distort  the  rest  of  the  national  picture,  and  (b) 
the  figures  are  not  broken  down  into  our  sub-categories.  Over  that  two 
year  period,  $2.4  billion  in  Los  Angeles  proposals  were  submitted: 

$1.27  billion  were  disapproved,  $900  million  approved,  with  $230  still 
pending. 

It  is  important  to  remember  that  this  period  covers  the  beginning 
of  the  new  California  CON  law  (which  provided  for,  among  other  things, 
certificates  of  exemption  --  COEs  — from  the  CON  program) . 93%  of 

the  $2.4  billion  in  application  were  for  COEs I 98%  of  the  approvals 
were  for  COEs.  To  quote  from  the  consultants  report: 

"of  the  COEs,  68  percent  were  approved  under  the 
provision  of  Sec.  437.11a  — applicants  claiming  sub- 
stantial economic  loss  if  denied  — and  22  percent  were 
approved  under  1268  — projects  with  prior  approval  from 
a valid  area  health  planning  agency  review." 

III.  B.  3 "Unofficial"  v.  "Official" : 

As  described  in  Section  II  A,  above,  the  agencies  were  asked  to 
report  not  only  the  "official"  reviews  of  CON/1122  applications,  but 
also  the  "unofficial"  (but  documentable)  pre-application  "reviews" 
which  resulted  in  a project  either  being  dropped,  or  changed  in  scope 
before  submission  for  official  review.  While  93%  of  the  responding 
agencies  completed  Form  A,  on  official  reviews,  (the  remaining  7%  not 
having  begun  CON/1122  reviews) , only  60%  were  able  to  complete  Form 
A- 1 , on  "unofficial  reviews".  Many  agencies  do  not  keep  records  on 
"unofficial"  activities.  The  first  caveat,  then,  is  that  these  data 
probably  "under-report"  the  amount  of  unofficial  action  on  the  part 
of  the  agencies. 

The  second  point  to  emphasize  is  that  the  agencies  that  did  keep 
records  on  unofficial  actions  actually  reviewed  much  more  than  is  shown 
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in  column  (1)  of  Table  C;  column  (1)  is  an  artifact  of  our  reporting 
instructions.  For  example,  suppose  a hospital  had  a pre-application 
meeting  with  the  HSA,  discussed  its  proposal  for  a 50-bed  expansion, 
and  learned  that  the  HSP/AIP  will  only  call  for  another  17  beds  in 
that  hospital's  service  area;  subsequently  the  hospital  officially 
applies  for  a CON  for  22  beds.  The  data  would  then  be  reported  under 
"unofficial"  as  28  beds  reviewed  and  dropped  (denied) . "Officially" 
the  data  would  be  reported  as  22  beds  applied  for,  with  17  approved 
(i .e . , 5 denied) . 

In  some  rows,  e.g.,  in  the  "number  of  beds"  for  hospitals  (row  1) , 
there  are  small  differences  between  the  figures  in  columns  (1)  and  (4). 
Those  differences  may  be  due  to  agency  failure  to  perfectly  separate 
out  of  column  (1)  all  the  figures  that  should  have  been  reported  in 
column  (2),  or  they  may  reflect  unofficial  considerations  that  are 
still  "pending"  (i.e.,  no  decision  has  been  made),  or  they  could  simply 
reflect  abstracting  errors  on  our  part. 


III.  B.  4 Beds  v.  Equipment  v.  Renovation,  etc, 


Another  caveat  relates  to  the  subcategories  used  under  both  "hospital 
investments"  and  "long  term  care"  headings.  Many  projects  included 
proposals  in  more  than  one  subcategory,  but  were  not  able  to  be  broken 
apart  in  our  abstracting.  These  projects  were  then  attributed  to  one 
subcategory  or  another,  depending  on  what  appeared  to  be  the  largest 
single  component  in  the  project.  In  these  cases,  the  reporting  agency 
was  called  for  clarification,  but  often  the  details  were  not  available 
due  to  the  passage  of  time,  staff  turnover,  etc. 

The  "cleanest"  category  was  "hospital  equipment",  as  the  figures 
for  clinical  equipment  proposals  were  the  most  easily  separated  from 
other  subcategories.  Non-clinical  equipment  was  put  into  the  "other- 
hospital"  category,  row  (5) . 

The  most  troublesome  differentiation  was  between  dollars  for  beds 
and  dollars  for  renovation.  While  the  figures  in  rows  (2),  (4),  (8), 
and  (9)  are  of  the  right  order  of  magnitude,  if  precision  is  important 
they  would  be  more  safely  considered  together,  i.e.,  (2  and  4)  and 
(8  and  9)  . 


III.  C.  Proposed  Use  of  Federal  Funds. 


Only  65%  of  the  responding  agencies  completed  this  part  of  the 
survey.  Mostly  due  to  timing,  this  question  did  not  elicit  as  much 
useful  information  as  would  have  been  desirable.  The  proposed  use 
of  federal  funds  review  will  be  an  important  responsibility  of  the 
HSAs  but,  for  reasons  cited  in  II  B,  above,  for  many  agencies  it 
was  not  a major  activity  during  1976-78. 

Depending  on  the  agency,  we  got  one  of  two  responses  to  this  item: 
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1.  We  have  not  started  reviews  under  the  Proposed  Use 
of  Federal  Funds  either  because  the  agency  has  not 
been  fully  designated  and  did  not  have  to  review  until 
such  time  or  reviews  could  not  be  done  officially  until 
regulations  are  issued,  and  they  have  not  been  issued 
yet; 

2.  The  agency  has  been  doing  "review  and  comment"  and 
provided  a detailed  listing. 

With  limited  staff  and  no  access  to  computer  capability  the 
data  we  did  have  proved  to  be  very  difficult  to  analyze.  We 
may  at  some  later  time  code,  group  and  abstract  the  data  have  on 
these  activities,  but  probably  will  await  the  results  of  the 
next  survey  when  the  agencies  will  have  more  to  report. 

The  volume  and  the  type  of  activities  that  HSAs  are  involved 
in  under  PUFF  is  suggested  in  the  following  list  of  projects 
considered  by  one  HSA.  Our  only  editorial  changes  in  this  report 
were  designed  to  protect  the  identity  of  the  HSA.  While  we  had 
more  than  100  HSAs'  reports  on  PUFF  reviews,  this  one  gives  the 
flavor  of  the  others'  reported  activities. 

In  many  cases,  it  is  not  possible  to  tell  either  the  reasons 
for  a proposal's  being  approved  or  denied,  or  what  finally  happened 
to  the  project  (i.e.,  what  was  the  final  Federal  decision  re  the 
funding  of  the  project).  Nonetheless,  the  list  does  indicate  both 
the  kinds  of  projects  considered  and  the  kinds  of  action  taken  by 
the  HSA.  (The  list  runs  for  7 pages,  so  we  include  only  the  front 
page  here;  the  others  are  found  in  Appendix  B.) 
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CASE  EXAMPLE 


FAR  WEST  HSA 


(PCPUIAIICN  APPROX.  1, 

200,000) 

Proposed  Use  of  Federal 

Funds  Review 

Began  Reviews:  March 

, 1977 

PROJECT  SUMMARY 

DATE  REVIEWED  AND 
HSA  RECOMMENDED  ACTION 

1.  Develop  a comprehensive  emergency 

and  critical  care  system,  $1,059,580 

7/9/77 

Denial 

2.  Establish  a mobile  training  program  for 
education  of  emergency  room  nurses, 
licensed  vocational  nurses,  and 
nurse  trainees  in  various  aspects  of 
emergency  medical  care  throughout 
County,  $84,630 

7/9/77  Endorsed  with  following 
conditions: 

1.  That  applicant  provide 
evidence  of  State  Certification 
concerning  the  proposed  train- 
ing course;  and, 

2.  That  applicant  secure  letters 
from  at  least  10  acute  hospitals 
in  County. 

3.  Continue  to  provide  comprehensive 

mental  health  services  to  Catch- 
ment Area,  $490,105 

7/9/77  Endorsed  with  comment: 

1.  That  the  applicant  establish 
a better  liaison  with  the  com- 
munity. 

4.  Establish  a mobile  Emergency  Medical 
Technician  training  program  in  the 
reservation  and  offer  a State  Dept, 
of  Health  approved  EMT-1A  training 
program  to  a group  of  15  Indians, 
$32,120 

7/9/77 

5.  Establish  a primary  care  system, 

$197,417 

7/9/77  Endorsed  with  comment: 
That  applicant  provide  IC/HSA 
with  a copy  of  its  revised  budget 

6.  Continue  the  program  by  which  low- 

income  families  receive  medical 
care  on  a prepaid  basis  through 
membership  in  an  HMO , $825,744 

7/9/77 

Endorsed 
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III.  D.  Technical  Assistance. 


Technical  assistance  is  one  of  the  several  functions  which 
planning  agencies  perform  and  often  cite  as  among  their  most 
important.  While  not  easily  quantifiable,  technical  assistance 
is  seen  as  one  of  their  more  useful  and  cost  conserving  activities. 

In  this  survey,  we  tried  to  obtain  data  on  the  kinds  of  technical 
assistance  which  agencies  provide  to  the  community  and  also  get 
some  measures  of  how  much  staff  time  those  efforts  involved.  On 
the  form  (C)  itself,  the  nature  of  technical  assistance  provided 
(and  outcome,  if  possible)  were  requested;  the  example  given  was, 
"Provided  leadership  and  technical  support  for  three  hospitals  to 
share  computer  services  — after  six  months,  agreement  signed." 

A second  column  on  the  form  was  headed  "Person  days  given  within 
a 24  month  period  ending  August  1,  1978  (e.g.,  20  days  senior 
staff  time)." 

One  hundred  twenty  eight  (128)  HSAs  (77%)  and  ten  (10)  SHPDAs 
answered  this  question,  although  many  of  those  gave  very  general 
answers  such  as  "all  of  our  staff  members  give  technical  assistance 
to  community  groups,  individuals  and  institutions  for  at  least  20 
percent  of  the  time"  or  "while  we  give  a lot  of  technical  assistance, 
we  do  not  keep  any  records  of  it."  Some  agencies  mentioned  that 
they  had  records  and  notes  which  reflected  the  technical  assistance 
given  but  the  records  were  kept  in  the  individual  project  files 
and  thus  were  not  retrievable.  A number  of  respondents  expressed 
an  intent  to  keep  technical  assistance  logs  for  future  use  in 
analyzing  their  own  actions. 

Results; 

Not  only  were  many  of  the  answers  general,  those  which  were 
specific  were  difficult  to  group  in  any  meaningful  way.  Rather 
than  attempt  to  do  that  and  imply  that  a more  systematic  analysis 
than  was  possible  was  done,  we  will  try  to  give  some  impressions 
and  a sample  of  materials  submitted  to  convey  the  flavor  of  the 
reports. 

Technical  assistance  listings  from  agencies  from  several 
areas  of  the  country  — the  Northeast,  the  South,  the  Midwest,  the 
Far  West  — are  provided  below.  A few  generalizations  can  be 
made  from  all  of  the  information  reported.  First,  HSAs  provide 
a wide  range  of  different  kinds  of  service,  from  help  with  writing 
grant  applications  to  program  planning  for  many  different  kinds  of 
agencies  and  institutions.  The  recipients  are  mostly  hospitals, 
health  centers,  health  departments,  etc.,  but  also  to  consulting 
firms,  research  organizations,  and  a wide  array  of  individuals  and 
health  groups. 

Second,  the  work  with  recruitment  of  physicians,  defining  or 
interpreting  data  for  designation  of  subareas  as  medically  under- 
served or  health  manpower  shortage  areas  is  substantial  and  is  not 
confined  to  predominantly  rural  areas.  Counties  within  "urban" 

HSAs  are  often  "rural"  and  medically  underserved,  so  an  HSA  in  an 
otherwise  highly  urbanized  area  may  also  have  such  developmental 
work. 
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Third,  there  is  a catalytic  role  being  played  by  HSAs  to 
stimulate  regionalization  of  services,  sharing  of  services, 
between  two  institutions  to  raise  consciousness  about  health 
education,  health  promotion,  teenage  pregnancy  and  a whole 
range  of  topics. 

Fourth,  very  specific  "needs  assessment"  work,  particularly 
for  long  term  care  facilities  or  programs  were  noted  by  a 
number  of  agencies. 

The  unedited  (except  to  protect  identity)  listings  will  give  the 
reader  the  best  picture  of  some  of  the  data  reported,  while 
these  are  not  representative  in  a statistical  sense,  they  are 
good  examples  and  appear  not  to  be  atypical.  Four  pages  are 
included  here,  the  rest  in  Appendix  C. 


278 


25 


A NORTHEAST  HSA 

( FOPUIATICN  APPROX.  1,700,000) 
TECHNICAL  ASSISTANCE  RECORD 
NATURE  OF  TECHNICAL  ASSISTANCE  PROVIDED 

1.  Advice  regarding  proposed  merger  of  two  hospitals. 

2.  Assistance  in  designation  of  health  manpower  short- 
age areas  and  potential  placement  of  National 
Health  Service  Corps  physicians  --  Corps  physicians 
in  place.  Recruitment  going  forward. 

3.  Assistance  in  development  of  HMO  --  physician 
recruitment  for  individual  practice  association 
is  underway. 

4.  Advice  and  information  regarding  development  of  a 
neighborhood  health  center  --  grant  request  sub- 
mitted 9/78. 


PERSON  DAYS  GIVEN 
WITHIN  24  MONTH 
PERIOD  ENDING  8/1/78 

15  days , Sr.  Staff 


5 days,  Sr.  Staff 


3 days , Sr . Staff 


Data  collection,  analysis  and  dissemination  per- 
taining to  several  projects  undertaken  by  outside 
organizations  --  for  example,  medical  shod  study 
of  hospital  consolidation  --  6/77. 

Preparation  of  an  application  for  designation  of  a 
primary  care  health  manpower  shortage  area  in  one 
County  --  area  has  received  designation. 


Assistance 
posal  for  c 
opened . 


preparation  of  a County  hypertension 


Assistance  in  preparation  of  an  Allied  Health  Para- 
professional  Training  Program  --  application  is  in 
review  cycle. 

Assisted  in  development  of  the  programs  for  youth 
health  education  conferences  --  conferences  held 
1976,  1977,  1978. 

Provided  input  regarding  use  of  social  services 
for  health  under  Title  XX  --  April,  1978. 


10  days,  Jr.  Staff 
10  days,  Jr.  Staff 
10  days,  Jr.  Staff 
10  days,  Sr.  Staff 

10  days,  Sr.  Staff 

3 days,  Sr.  Staff 


14.  Provided  assistance  in  design  of  County-wide 
Health  Survey  --  survey  now  underway. 


Sr.  Staff 
Jr.  Staff 
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A StXGSS3i  HER 
(PCPUIATia;  APPKQK.  800,000; 


NATURE  OF  TECHNICAL  ASSISTANCE  PROVIDED 

PERSOU  days  gives 
WITHIH  24  MOUTH 
PERIOD  ESDIBG  3/1/78 

1-  Assist  applicants  with  the  development  of  1122  and 
Federal  Grant  Applications.  On  the  average,  work 

with  two  applicants  per  month  with  1 day  spent  per 
applicant.” 

19  Months  for  Review 
x2  DAys  Per  Mo. 

38  Days,  Sr.  Staff 

2.  Organized  community  and  provided  technical  support 

22  Days 

for  Rural  Health  Initiative  Planning  Grants  - three 
funded,  one  pending. 


3.  Organized  community  and  provided  technical  support 
for  Rural  Health  Initiative  Operational  Grant  - 
pending. 

17  Days 

4.  Provided  technical  assistance  and  cons _ to 

four  community  organizations  for  preventive/ 
primary  health  care  projects  — three  funded,  one 
pending. 

9 Days 

5.  Assisted  in  recruitment  of  physicians  for  two 

medically  underserved  counties  - two  physicians 
now  practicing . 

8 Days 

6.  Assisted  in  recruitment  of  dentists  f or  three 
medically  underserved  counties  - two  dentists 
now  practicing,  one  moving  soon. 

4 Days 

7.  Provided  leadership  and  technical  assistance  for 
nine  hose  health  providers  to  establish  shared 
training  program  for  staff  - postponed. 

7 Days 

B.  Provided  technical  assistance  to  eight  hospitals 
in  physician  recruitment,  arranged  travel  and 
interview  schedules  for  visiting  physicians. 

5 Days 

9.  Provided  technical  assistance/consultation  to 

7 Days 

eight  coasusity  organizations  in  physician  recruitment, 


comocitj  orga: izations  regarding  resource  availab- 
ility. 

8 Days 

11.  Assisted  location  of  one  dentist  in  medically  nnder- 
served  county  by  seeding  shortage  area  designation 
for  loan  repayment  obligation  on  part  of  dentist  - 
dentist  now  practicing. 

12.  negotiated  MOO  with  O.S.  Army  Hospital  for  informa- 
tion exchange  on  manpower  planning  and  health  service 

impact  on  private  sector  near  ailitary  installation 
agreement  signed. 

1 Day 

2 Days 

2 Day; 
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A MIDWEST  HSA 

TECHNICAL  ASSISTANCE  RECORD 


NATURE  OF  TECNCIAL  ASSISTANCE 


PERSON  DAYS  GIVEN 


PERIOD  ENDING  8/1/71 


Provided  technical  assitance  to  municipal 
hospital  to.  establish  an  ambulatory  care  c 
in  conjunction  with  a health  promotion  prc 

two  physicians  to  staff  a primary  care  cen 
which  will  be  operated  by  a health  service 
work;  2)  tentative  commitment  from  Blue  Cr 
provide  grant  support  for  the  development 
demonstration  health  promotion  program;  an 
commitment  from  Board  of  Trustees  of  hospi 
reduce  the  facility's  inpatient  bed  capaci 


Helped  establish 
for  multi-site  j 
the  operational; 
primay  care  proc 


ling  program. 


Df  a $500, 000/ye 


15  Days 
60  Days 


itrics  Coordinate 


Participated  i 
Services  Resear 
school.  Outcoir 
Research  progra 


:he  development  of  a Health 
program  at  local  medical 
Basic  Health  Service 
rfas  initiated  in  October,  1978. 


of  an  area 


funded  ir.  October,  1978. 


Professional  advisement  and  liaison  with  third  party 
reimbursers,  for  hospital  with  financial  difficul- 
ties. Outcome:  financial  viability  of  the  in- 


limited  30  Days 


were  designated  asjeritical  health 
ge  .aggas.  least  four  physici 

cruited. 

Provided  technical  support  to 
study  for  neighborhood  health 


physi 

feasibility 
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A WESTERN  HSA 

(PCPUIATICN  APPROX.  1,300,000) 
TECHNICAL  ASSISTANCE  RECORD 

NATURE  OF  TECHNICAL  ASSISTANCE  PROVIDED 


PERSON  DAYS  GIVEN 
WITHIN  24  MONTH 
PERIOD  ENDING  8/1/7 


ss,  Inc.  in  submit 
DHEW  to  have  most 
P area  designated 
jest  granted  Augus 


t to  DHEW 
medical  c 
nted  Febru 


Dvided 

tablisi 

sllity 


Leadership 
ig  primary 
ind  directo 
j remodelin 


r 1 ini 
“ bee 
phys 


Provided  assistance  to  two  separ 
parties  in  plans  and  efforts  to 
for  establishing  Intermediate  Ca 
developmental ly  disabled  patient 
icance  of  this  accomplishment  is 
for  inpatient  nursing  programs  f 
and  despite  no  state  adopted  pla 
to  meet  needs  of  these  patients, 
in  convincing  State  Health  Dept, 
two  facilities. 


scur  € 


:erested 
approval 
re  facilities  for 
; in  HSA.  Signif- 
, despite  dire  nee 
>r  Dv  D . patients 
ining  methodology 
HSA  was  successf u 


sed  f o 


the 


Provided 


:e  to  state  Health  Manpower  Pc 
Lgnating  medically  underserved 
jn  was  approved  January,  1978. 
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III.  E.  Other  Accomplishments/Achievements/Disappointments. 


On  the  last  page  of  the  questionnaire  agencies  were  asked  to 
summarize  any  particular  achievements  or  problems  which  were  not 
included  in  previous  sections.  This  was  a residual  category  for 
information  on  "accomplishments,"  since  much  of  the  true  flavor  of 
the  agency's  "successes"  were  already  reflected  in  the  section  on 
Technical  Assistance  discussed  earlier.  As  there  were  no  other  in- 
vitations on  the  form  for  reporting  frustrations  or  problems,  this 
item  was  in  practice  used  to  indicate  more  negative  aspects  of  the 
agency's  experience. 

Less  than  half  of  the  agencies  provided  any  additional  informa- 
tion under  this  item  on  the  questionnaire.  Those  who  did  cited  one  or 
two  examples  of  achievements  but  reported  more  sources  of  frustrations 
which  they  believe  impede  their  effectiveness.  Many  of  the  comments, 
especially  the  problems,  were  also  echoed  in  cover  letters  from  execu- 
tive directors  of  agencies. 

Achievements.  A number  of  the  respondents  who  answered  this 
question  cited  specific,  successful  agency  initiatives.  For  example, 
several  HSAs  noted  their  use  of  particular  policies  attached  to  pro- 
ject review  decisions,  such  as: 

1.  limiting  modernization/renovation  projects  only  to  hospitals 
with  non-conforming  beds; 

2.  requiring  long  term  care  facilities  to  accept  a certain  (e.g., 
35%)  percentage  of  Medicaid  patients  as  a condition  of  ap- 
proval. 

3.  requiring  long  term  care  facilities  to  develop  outpatient  care 
services  such  as  day  care  to  keep  down  the  unnecessary  use  of 
inpatient  beds. 

Other  frequently  listed  achievements  included  rural  health  initi- 
ative projects,  work  on  recruitment  for  physicians,  work  toward  obtain- 
ing mental  health  centers  and  a regional  immunization  day  (e.g.,  15 
sites  with  2,000  shots  given  in  one  day,  without  counting  increases  in 
use  of  private  physicians  as  a consequence. ) A substantial  number  of 
agencies  listed  conferences/workshops  and  seminars  which  they  sponsored. 
Typically  these  were  on  such  topics  as : 

* health  promotion 

* teenage  pregnancy 

* regionalization  of  services  for  prenatal  care 

Efforts  to  inform  and  involve  business  and  industry  and  consumers 
were  also  mentioned. 

When  not  reported  on  other  sections  of  the  form,  several  agencies 
reported  convincing  project  sponsors  to  obtain  much  lower  interest  rates 
by  shifting  to  tax  exempt  bonds  for  financing.  Others  indicated  cases 
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in  which  the  HSA  had  produced:  (a)  the  first  report  ever  on  minority 

health  problems  in  their  area  which  had  a significant  underserved 
minority  population  (another  did  the  first  such  report  on  minorities 
and  low  income) : (b)  for  the  first  time,  gaining  productive  working 
relationships  with  PHS  hospitals  and  the  military  facilities. 

The  range  of  subjects  and  tactics  used  by  HSAs  is  portrayed  by  the 
following  case: 

The  HSA  supported  the  state's  "Association  for  Retarded 
Citizens"  (ARC)  in  its  request  for  a reconsideration  hearing 
of  the  SHPDA's  issuance  of  a Certificate  of  Need.  The  project 
involved  the  establishment  of  a 120  bed  MR  facility  in  a former 
nursing  home  building.  HSA  staff  and  the  ARC  maintained  the 
project  was  not  consistent  with  recent  state  legislation  aimed 
at  depopulating  state  mental  retardation  training  centers  and 
diverting  other  MR  clients  to  alternative  community  placement. 
Based  on  testimony  at  the  reconsideration  hearing  and  subsequent 
analysis,  the  SHPDA  rescinded  the  CON.  The  fair  hearing  which 
was  offered  was  not  accepted  and  the  project  was  dropped.  The 
HSA  has  helped  with  other  alternative  projects  consistent  with 
state  policy. 

Disappointments . Some  of  the  more  common  frustrations  reported 
concerned  HEW's  slowness  in  issuing  regulations  and  guidelines.  The 
agencies  asserted  that  the  absence  of  regulations  hobbled  their  ability 
to  organize  and  act  in  the  mandated  functional  areas.  In  particular, 
continued  delays  in  issuing  regulations  for  Appropriateness  Review 
and  Proposed  Use  of  Federal  Funds  (PUFF)  Reviews  were  mentioned.  One 
Director  said  it  most  dramatically:  "There  are  a lot  of  deadlines 

imposed  upon  the  HSAs  while  deadline  for  federal  actions  are  allowed 
to  slip  continuously.  Agencies  that  develop  early  find  themselves 
being  used  rather  than  helped." 

Some  of  the  complaints  were  accompanied  by  reference  to  inconsis- 
tencies in  the  federal  policies  which  were  promulgated  and  changes  in 
policies  (both  in  the  planning  program  and  others  which  interface  with 
planning) , though  specific  examples  of  either  inconsistencies  or  changes 
were  not  given. 

Problems  directly  connected  to  federal  policies  also  included  con- 
cern about  the  emphasis  "solely"  on  cost  containment.  This  was  parti- 
cularly a factor  with  HSAs  in  areas  which  report  that  their  areas  are 
already  under  the  national  average  on  beds,  hospital  costs,  etc.  and 
remain  significantly  medically  underserved  in  every  respect.  They  felt 
that  the  attention  to  cost  control  and  system  shrinkage  will  cause  them 
to  be  ignored  and  even  given  low  marks  on  performance.  They  fear  that 
the  HSAs  will  be  judged  as  ineffective  even  if  the  criteria  are,  by 
everyone's  admission,  totally  inappropriate  to  their  circumstances. 
(While  given  several  ways  to  report  their  experiences,  even  this  survey 
gave  disproportionate  weight  to  cost  control  interests,  a fact  that 
more  than  one  agency  reminded  us  of.) 

The  problem  of  inadequate  funding  especially  from  the  minimally 
funded  agencies  was  frequently  noted,  especially  by  agencies  serving 
large  geographic  areas. 


45-450  0-79 
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The  lack  of  developmental  funds  to  facilitate  or  accelerate  the 
implementation  of  priority  projects  in  the  Health  Systems  Plan  was 
also  mentioned  a number  of  times.  Again,  the  rural  HSA  felt  this  most 
keenly. 

While  these  problems  were  noted  frequently,  other  ones  were  men- 
tioned only  by  one  or  two.  For  example,  one  respondent  lamented  that, 
"Representatives  of  the  federal  government  paint  a simplistic  picture 
about  potential  federal  funds  for  services  which  is  misleading  and 
which  must  be  overcome  in  the  HSA  (review)  process." 

Another  reported  that  the  HSA  is  not  told  by  HEW  about  its  funding 
decisions  even  after  the  HSA  has  spent  considerable  time  doing  reviews 
and  working  with  the  applicants. 

The  method  of  developing  the  National  Guidelines  also  came  under 
fire.  One  Director  wrote  that  the  guidelines  "produced  a great  deal 
more  opposition  locally  and  demanded  much  more  staff  and  volunteer  time 
reacting  to  them  than  should  have  been  necessary.  Their  hasty  and  un- 
coordinated development  hurt  the  image  of  health  planning  nationally  and 
locally. " 

Frustrations  from  problems  at  the  state  level  were  also  cited  by 
HSAs . For  instance,  a few  HSAs  expressed  concern  that  the  SHPDA  "over- 
turned" the  HSA  decision  in  a couple  of  totally  unambiguous  situations. 
Several  states  were  accused  of  buckling  under  political  pressure,  viti- 
ating volunteer  and  staff  willingness  to  stick  to  an  already  tough  job. 

One  SHPDA  director  in  a State  having  only  an  1122  agreement  (with- 
out a CON  law),  volunteered  this: 

"One  major  concern  ought  to  be  not  what  was  reviewed, 
but  what  happened  after  the  review.  In  (this  area) , public 
fair  hearing  and  court  actions  have  allowed  all  but  one  eight- 
bed  nursing  home  addition  to  proceed.  The  eight  beds  will  be 
contested  in  court  soon.  These  reversals  of  the  DPA  findings 
and  recommendations  amount  to  at  least  $28,000,000  on  one 
hospital  project  alone. 

"CON  and  Section  1122  reviews  are  practically  valueless 
without  strong  legislative  support  to  prevent  unneeded  projects. 

As  long  as  the  applicant  can  appeal  to  hearing  officers,  regional 
D/HEW  offices,  D/HEW  Washington,  State  courts  and  Federal  courts, 
the  DPA  findings  are  no  more  than  simply  editorials. 

"At  this  time,  regional  D/HEW  offices  and  D/HEW  Washington 
cannot  reverse  a hearing  officer's  decision  even  if  others 
appeal  for  reconsiderations. 

"To  deny  a project  generally  does  not  stop  that  project." 

In  general,  a number  of  states,  according  to  the  HSAs,  substanti- 
ally delayed  passage  of  CON  legislation  or  passed  a bill  which  has  many 
problems  in  it  for  HSAs  such  as  being  out  of  compliance  with  federal 
requirements.  An  extraordinarily  long  delay  on  SHCC  establishment  in 
one  state  was  seen  as  evidence  of  state  animosity,  according  to  one  HSA. 
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There  are  other  difficulties.  One  CON  law  allows  only 
approval  or  disapproval  a£  submitted.  Conditions  may  not  be  attached 
to  the  approval;  nor  can  most  of  the  proposal  be  approved  and  one  part 
(possibly  minor)  be  disapproved.  This  limitation  prolongs  the  process, 
increases  "paperwork,"  staff  time,  etc. 

General  Frustrations. 

Several  other  problems  not  specifically  blamed  on  either  state 
or  federal  levels  were  mentioned.  For  example,  agencies  complained 
that  CON/1122  applicants  have  more  resources  at  their  disposal  than 
the  HSAs  and  can  bring  in  experts  and  sophisticated  legal  counsel  to 
buttress  their  case.  The  "unfairness"  of  this  practice  being  a 
reimbursable  expense  under  public  financing  programs  was  mentioned. 
Increasing  litigation,  appeals,  or  highly  legalistic  "public  hearings" 
using  a state  hearing  officer  require  growing  attention  to  keeping 
careful  records  and  using  resources  for  legal  fees.  One  routine 
public  hearing  held  for  CON  applications,  and  considered  duplicative 
by  the  HSA,  took  six  full  working  days  at  the  hearing  alone,  in  a 
distant  city.  The  costs  for  legal  counsel  in  such  instances  are 
prohibitive. 

Another  agency  described  some  of  the  special  problems  in  an  area 
which  had  never  had  a planning  agency.  The  really  "new"  planning 
agencies  do  not  have  a body  of  volunteer  orvstaff  experience  to  tap 
and  build  on,  nor  does  the  agency  have  the  most  fundamental  sets  of 
data  to  get  started  with.  On  the  other  hand,  HSAs  which  were  created 
out  of  several  former  CHP  (b)  and/or  RMP  agencies  might  counter  that 
trying  to  achieve  consensus  around  one  agency  when  there  are  well- 
developed,  disparate  forces  and  constituencies,  and  perhaps  even  long- 
standing animosities,  is  even  tougher. 

Rural  Areas. 

While  mentioned  in  several  different  locations  in  this  report,  the 
special  problems  of  rural  agencies  should  be  discussed  and  summarized 
separately. 

A major  problem  is  that  funding  - tied  as  it  is  to  a population- 
based  formula  - is  often  the  minimum  amount  or  low  in  any  event,  while 
the  agencies  still  have  to  meet  all  responsibilities.  Further,  there 
are  often  vast  distances,  sparsely  settled,  which  call  for  inordinately 
large  expenses  related  to  travel  to  both  for  staff,  governing  body 
members,  and  sub-area  council  work.  One  agency  had  to  spend  25%  of  its 
$175,000  grant  on  travel  alone  because  that  HSA  covers  over  68,000 
square  miles  (for  comparison,  note  that  the  whole  state  of  New  York 
is  not  quite  50,000  square  miles) . The  size  of  the  health  service  area 
also  means  that  sub-area  councils  are  especially  important.  While 
helpful  in  many  respects,  sub-area  councils  also  add  some  complications 
to  decision-making. 

Several  agencies  mentioned  the  special  problems  of  high  staff 
turnover,  no  trained  pool  of  staff  in  the  more  remote  areas,  and  the 
impediments  to  successful  recruitment  for  such  areas.  For  some,  the 
emphasis  on  cost  containment  and  looking  at  disapproval  figures  as 
measures  of  virtue  were  particularly  unfair,  as  mentioned  earlier. 

One  HSA  director  wrote  in  a cover  letter  that  his  agency  would  not  be 
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disapproving  many  projects  because  most  major  bed  expansion  is  the 
culmination  of  years  of  prior  planning  to  address  unmet  needs  in 
an  area  which  is  significantly  underserved  in  terms  of  medical  care. 

His  state  has  hospital  costs  well  below  the  national  average, 
a bed  to  population  ratio  of  3.1  and  an  average  length  of  stay  of 
5.5.  Moreover,  as  a rural  state  with  vast  undeveloped  pieces  of 
land,  "some  decisions  may  look  like  duplication  if  one  looks  only 
at  the  population  figures,  but  notable  geographic  barriers  and 
travel  time  must  be  counted." 


IV.  Next  Level  of  Analysis 

Due  to  a shortage  of  resources,  and  the  consequent  need  to 
manipulate  these  data  by  hand,  there  remain  many  levels  of  analysis 
untouched.  One  kind  of  analysis  would  compare  HSAs  with  each  other 
in  a search  for  correlates  of  their  review  performance.  For 
example,  we  should  further  break  down  the  data  by  Region,  by  size 
of  agency,  by  age  of  review  process,  etc.  A second  kind  of  analysis 
would  compare  HSAs  performance  with  other  indicators  of  change  in 
their  communities, such  as  the  level  and  change  in  plant  assets  per 
short-term  hospital  bed.  Further,  we  should  link  this  second  kind 
of  analysis  with  the  first,  e.g.,  group  the  HSAs  according  to  their 
current  level  of  health  care  resources  (for  example,  hospital  beds 
per  capita,  employees  per  bed,  specialized  services  available,  etc.) 
and  make  inter-HSA  comparisons  with  the  same  grouping  in  terms  of 
their  review  performance,  plan  development,  kinds  of  technical 
assistance  provided,  etc. 

Finally,  there  are  some  "micro  analyses"  still  to  be  done, 
e.g.,  regarding  the  treatment  of  HMOs  or  Hospices  or  ambulatory 
surgery  centers,  etc.  Some  of  those  analyses  would  also  illuminate 
the  effects  of  differences  in  State  CON  laws.  We  have  not  yet  been 
able  to  control  for,  e.g.,  differences  in  CON  scope  and  threshold  of 
coverage.  But  doing  these  further  levels  of  analysis,  or  running 
cross  tabs  on  almost  any  combination  of  characteristics,  will  require 
automation  of  our  data  processing  — and,  if  resources  are  found, 
that's  the  next  step. 


V.  Keeping  the  Results  in  Perspective: 

In  considering  the  results  of  this  survey,  we  are  impressed  by 
the  need  to  keep  them  in  a rather  broad  perspective.  The  concerns 
we  felt  at  the  conclusion  of  the  preliminary  report  have  not 
decreased,  so  they  are  repeated  here: 

The  most  difficult  aspect  of  the  analytical  challenge  lies 
in  trying  to  put  all  the  pieces  together  to  accurately  depict  the 
functioning  of  a young  institution,  the  health  planning  agency.  The 
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tasks  of  that  agency  are  enormous  — to  make  our  health  care  systems 
more  rational,  more  understandable,  more  responsive  to  public  needs 
and  wants,  more  resource  conserving  and  health  promoting!  As  a 
result  of  the  HSA/SHPDA  work,  our  health  care  systems,  as  community- 
wide systems,  should  increasingly  reflect  the  political  dynamics  of 
a democracy  (all  affected  parties  participate,  the  majority  decides) 
and  the  economic  dynamics  of  a private  enterprise  (resources  will  be 
allocated  to  maximize  health  care  returns  on  the  investment  dollar) . 
To  reach  an  acceptable  level  of  tension  between  such  diverse  goals 
will  take  time,  experience,  patience  and  willingness  to  recognize 
the  realities  involved.  To  evaluate  our  progress  in  all  those 
directions  will  take  more  intelligence  than  the  full  results  of  this 
survey  will  provide,  i.e.,  the  next  report  from  this  survey,  with, 
results  more  fully  analyzed,  will  provide  useful,  necessary,  but 
not  sufficient  data  to  answer  the  public  policy  questions  regarding 
the  full  value  of  the  health  planning  program. 

Questions  and  suggestions  concerning  the  results  to  date  are 
encouraged,  and  should  be  addressed  to  Harry  P.  Cain  II,  Ph.D., 
Executive  Director,  American  Health  Planning  Association,  1601 
Connecticut  Avenue,  N.W.,  Suite  700  Washington,  D.C.,  20009. 
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HEALTH  SYSTEMS  AGENCIES  BY  STATE  WHICH  HAVE  RESPONDED  TO  AHPA'S  SURVEY 
as  of  January  29.  1979 


Alabama 

North  Alabama  HSA 

West  Alabama  Health  Council,  Inc. 

Birmingham  Regional  HSA,  Inc. 

HSA  Area  IV 

Southwest  Alabama  Health  Planning  Council 
Alaska 

Southeast  Alaska  HSA 

South  Central  Health  Planning  and  Development,  Inc. 
Northern  Alaska  Health  Resources  Association 


Arizona 

Central  Arizona  HSA 
Navajo  HSA 
Western  Arizona  HSA 


Arkansas 

West  Arkansas  HSA,  Inc. 
Central  Arkansas  HSA,  Inc. 
South  Arkansas  HSA,  Inc. 


Cal ifornia 

Northern  California  HSA 
Alameda-Contra  Costa  HSA 
Santa  Clara  County  HSA 
Mid-Coast  HSA 
Inland  Counties  HSA 
Orange  County  Health  Planning  Council 
Golden  Empire  i-iSA 
Colorado 

Southeastern  Colorado  HSA,  Inc. 

West  Colorado  HSA 


Connecticut 

Southwest  Connecticut  HSA 

HSA  of  Eastern  Connecticut,  Inc. 

Northwest  Connecticut  HSA 

HSA  of  South  Central  Connecticut,  Inc. 

Delaware 


Delaware  Health  Council,  Inc. 


Florida 

Florida  Panhandle  HSA,  Inc. 

Worth  Central  Florida  Health  Planning  Council,  Inc. 
HSA  of  Northeast  Florida  Area  III,  Inc. 

Florida  Gulf  HSA,  Inc. 

afu,cRisiuna;lfr!S.s(Krn<tt"&,.,t,) 
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(Florida  - Continued) 

Health  Planning  and  Development  Council  for  Broward  County 
HSA  of  South  Florida 


Appalachian  Georgia  HSA 
North  Central  Seorgia  HSA,  Inc. 

East  Central  Seorgia  HSA,  Inc. 

HSA  of  Central  Seorgia,  Inc. 

Southwest  Seorgia  HSA,  Inc. 

Idaho 

Idaho  HSA,  Inc. 

Illinois 

Comprehensive  Health  Planning  of  Northwest  Illinois,  Inc. 

Illinois  Central  HSA 

Nest  Central  Illinois  HSA,  Inc. 

East  Central  Illinois  HSA 

Comprehensive  Health  Planning  in  Southern  Illinois,  Inc. 

City  of  Chicago  Commission  for  Health  Planning  and  Resources 
Development 

Suburban  Cook/Dupage  HSA,  Inc. 

HSA  of  Kane,  Lake  and  McHenry  Counties,  Inc. 

Illowa  HSA 

Indiana 

Northern  Indiana  HSA,  Inc. 

Central  Indiana  HSA,  Inc. 

Southern  Indiana  HSA,  Inc. 


Iowa 

Iowa  HSA 


Kansas 

Health  Planning  Association  of  Western  Kansas,  Inc. 
HSA  of  Southeast  Kansas 
Northeast  Kansas  HSA 


Louisiana 

New  Orleans  Area/Bayou-River  HSA,  Inc. 

Wd-Loulslana  HSA 

North  Louisiana  HSA,  Inc. 

Maine 

Maine  HSA,  Inc. 
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NiryUnd 

Western  Meryl  end  HSA 
Centre!  Merylend  HSA 

Heelth  Planning  Council  of  the  Eestem  Shore,  Inc. 

Messechusetts 

Western  Massachusetts  Health  Planning  Council 

Central  Massachusetts  HSA 

Merrimack  Valley  Health  Planning  Council,  Inc. 

Health  Planning  Council  for  Greater  Boston 

Southeastern  Massachusetts  Health  Planning  and  Development  Inc 

North  Shore  Health  Planning  Council 

Michigan 

Comprehensive  Health  Planning  Council  of  Southeastern  Michigan 
Michigan  Mid-South  HSA,  Inc. 

Southwest  Michigan  HSA,  Inc. 

West  Michigan  HSA 
Northern  Michigan  HSA 
Upper  Peninsula  HSA 

Minnesota 

Central  Minnesota  HSA 
Minnesota  HSA  Six 

Mississippi 

Mississippi  HSA,  Inc. 

Missouri 

Area  II  HSA  of  Missouri,  Inc. 

Mid-America  HSA 

Greater  St.  Louis  HSA,  Inc. 

Southwest  Missouri  HSA 

Montana 

Montana  HSA 

Nebraska 

Health  Planning  Council  of  Midlands 
Nevada 

Greater  Nevada  HSA 

New  Jersey 

Bergen-Passaic  HSA 

Regional  Health  Planning  Council 

Hudson  HSA 

Central  New  Jersey  Health  Planning  Council 
Southern  New  Jersey  HSA 


New  Mexico 

New  Mexico  HSA 
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New  York 

HSA  of  Western  New  York,  Inc. 

Flngerlakes  HSA 

Central  New  York  HSA 

HSA  of  Northeastern  New  York,  Inc. 

Hudson  Valley  HSA 
Nassau-Suffolk  HSA 

North  Carolina 

Western  North  Carolina  HSA 
Piedmont  HSA,  Inc. 

Southern  Piedmont  HSA 
Capital  HSA,  Inc. 

Cardinal  HSA,  Inc. 

Eastern  Carolina  HSA 

North  Dakota 

Western  North  Dakota  HSA,  Inc. 

Ohio 

West  Central  Ohio  HSA  . . 

Health  Planning  and  Resources  Development  Association  of 
Central  Ohio  River  Valley 
Miami  Valley  HSA,  Inc. 

Health  Planning  Association  of  Northwest  Ohio 
Mid-Ohio  Health  Planning  Federation 
Area  Six  HSA,  Inc. 

Health  Planning,  and  Development  Council 
HSA  for  Summit- Portage  County 
Metropolitan  Health  Planning  Corporation 
HSA  of  Eastern  Ohio 


Oklahoma 

Oklahoma  HSA 
Oregon 

Northwest  Oregon  HSA 
Western  Oregon  HSA 
Eastern  Oregon  HSA 

Pennsylvania 

HSA  of  Southeastern  Pennsylvania,  Inc. 

Health  Systems  Council  of  Eastern  Pennsylvania 
HSA  of  Northeastern  Pennsylvania,  Inc. 

Health  Resources  Planning  and  Development,  Inc. 
Central  Pennsylvania  HSA,  Inc. 

HSA  of  Southwestern  Pennsylvania,  Inc. 

Health  Systems,  Inc.  of  Northwestern  Pennsylvania 
Keystone  HSA 
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South  Carolina 

South  Carolina  Appalachian  Health 
Three  Rivers  HSA,  Inc. 

Pee  Dee  Regional  HSA,  Inc. 
Palmetto-Lowcountry  HSA,  Inc. 

South  Dakota 

South  Dakota  HSA 
Tennessee 

East  Tennessee  Health  Improvement 
Georgia-Tennessee  Regional  Health 
Middle  Tennessee  HSA,  Inc. 
Mid-South  Medical  Center  Council 

Texas 

Panhandle  HSA 

South  Plains  Health  Systems,  Inc. 

Tri-Region  HSA 

Texas  Area  5 HSA,  Inc. 

Central  Texas  HSA,  Inc. 

Northeast  Texas  HSA,  Inc. 

South  Texas  HSA 
Camino  Real  HSA,  Inc. 

Greater  East  Texas  HSA,  Inc. 
Houston-Galveston  Area  Council  HSA 


Utah  HSA 
Vermont 

Vermont  Health  Policy  Corporation 
Virginia 

Northwestern  Virginia  HSA,  Inc. 
HSA  of  Northern  Virginia,  Inc. 
Southwest  Virginia  HSA,  Inc. 
Central  Virginia  HSA 
Eastern  Virginia  HSA 

Washington 

Puget  Sound  HSA 
Southwest  Washington  HSA 
Central  Washington  HSA 
Eastern  Washington  HSA 

West  Virginia 

West  Virginia  HSA,  Inc. 


Council 


Council,  Inc. 
Comnission 
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Wisconsin 

Health  Planning  Council,  Inc. 

Southeastern  Wisconsin  HSA,  Inc. 

Lake  Winnebago  Area  HSA 
Western  Wisconsin  HSA 

North  Central  Area  Health  Planning  Association 
Northeastern  Wisconsin  HSA,  Inc., 

Wyoming 


Wyoming  HSA,  Inc. 
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State  Health  Planning  and  Development  Agencies  Which  Have  Responded  as  of 
January  29,  1979: 


Cal  ifornia 
Colorado 
Florida 
Georgia 
Idaho 
Indiana 

Kansas  (data  submitted  only  through  April  1978) 


Tennessee 

Texas 

Wyoming 


Kentucky 

Louisiana 

Maryland 

Masachusetts 

Michigan 

Mississippi 

Montana 

Nebraska 

New  Jersey 

Hew  York  (data  submitted  only  through  January  1978) 


North  Carolina 
Oregon 

Pennsylvania 
Rhode  Island 
South  Carolina 
South  Dakota 


* Asterisk  denoted  agencies  which  have  responded  but  did  not  or  could  not 
provide  the  information  requested. 
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APPENDIX  E 


CASE  EXAMPLE  (CONTINUED) 


DATE  REVIEWED  AND 

PROJECT  SUMMARY HSA  RECOMMENDED  ACTION 

7.  Project  is  designed  to  provide  7/9/77 

assistance  to  rural  County  Endorsed 

Indian  residents  with  mental 

health  problems,  $105,000  (3-4  yrs.) 


Continue  establishing  rural 
health  clinics  in  County  desert 
area  and  recruitment  of  medical 
manpower  to  meet  health  needs  of 
area  residents,  $697,108 


7/9/77  Endorsed  with  comment 
that  no  future  grant  applicat- 
ion will  be  endorsed  of  appli- 
cant is  not  present  at  project 
review  meeting 


9.  Continue  Family  Planning  Services 
in  County,  $1,916,000 


10.  Continue  efforts  to  establish 

a mental  health  center  for  County 
desert  area,  $2,676,753 


9/10/77  Endorsed  with  comments 
l.That  applicant  submit  quarter 
ly  reports  commencing  12/1/77, 
concerning  progress  of  program, 
specifically  applicant's  effort 
to  recruit  mental  heelth  pro- 
fessionals among  ethnic  and  othe 
minority  populations,-'  2.  That 
applicant  increase  efforts  to 
involve  community  in  planning 
and  implementation  of  program 
and  Board  of  Supervisors  pro- 
vide assurance  that  governing 
board  is  in  compliance  with 
membership  matrix,  developed  in 
accordance  with  Federal  guide- 
lines; and  3.  That  in  the  ab- 
sence of  County's  and  State's 
ability  to  meet  the  mental 
health  needs  of  rural  area 
residents,  applicant  will  in- 
stitute a program  which  the 
county  will  need  to  carry  out. 


11.  Develop  and  evaluate  training  1 

program  in  nonverbal  communication  D 

for  physicians  in  order  to  increase 
physician's  effectiveness  and  ef- 
ficiency with  patients,  $83,827 


.8/14/77 
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FRR  WEST  HSA 


DATE  REVIEWED  AND 

PROJECT  SUMMARY HSA  RECOMMENDED  ACTION 


12.  Continue  subject  program  designed  12/14/77 

to  provide  graduate  training  in  Endorsed 

Family  Practice  to  doctors  in  a 
group  practice  setting,  $1,275,394 


13.  Plan,  develop  and  operate  a 1/24/78 

program  for  educational  prep-  Endorsed 

aration  of  dental  auxiliaries 

care  team  performing  legally  de- 
legated expanded  functions  under 
supervision  of  dentists,  $1,082,515 


health  services 
$1 , 657 , 611 


to 


4/27/78  Endorsed  with  comments: 
1.  That  budget  should  reflect 
that  applicant  will  provide  at  | 
least  2%  of  yearly  funds  for 
program  evaluation  purposes.  2. 
That  emergency  services  on  a 
seven  day  week/24hr.  basis  be 
established  by  end  of  1977-78 
fiscal  year.  3.  That  applicant  . 
implement  formal  plan  for  peer 
and  utilization  review  of  program. 


15.  Provide  mental  health  services  to  4/27/78  Endorsed  with  comments: 

Cathment  Area,  $1,162,531  1.  That  vigorous  efforts  be 

taken  to  obtain  transportation 
for  patients;  2.  That  a more 
formal  and  adequate  quality 
assurance  program  be  documented; 
3.  That  there  should  be  more 
involvement  of  Citizens  Advisory 
Council  in  the  entire  program, 

of  refunding  application;  4. 

That  the  applicant  submit  copies 
of  program  progress  reports  to 
HSA  that  are  regularly  submitted 
to  the  funding  source. 
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CASE  EXAMPLE  (CONTINUED) 
FAR  WEST  HSA 


PROJECT  SUMMARY 


16.  Request  for  Rural  Health 

Initiative  funding  to  develop 
a primary  care  clinic,  $2,161,971 


DATE  REVIEWED  AND 
HSA  RECOMMENDED  ACTION 


4/27/78  Endorsed  with  comments: 
1.  That  budget  errors  cited 
should  be  corrected  and  a re- 
vised copy  submitted  to  HSA;  2. 
That  applicant  should  submit 
quarterly  and  annual  progress 
reports  to  HSA;  3.  That  app- 
licant should  work  closely  with 
the  HSA  Health  Task  Force  in  es- 
tablishing clinic  and  applicant 
allow  for  ongoing  input  from  the 
task  force;  4.  That  the  rec- 
ommendation of  approval  is  made 
on  the  assurance  that  the  $75,000 
for  the  remodeling  of  the  church 
building  to  be  used  as  clinic, 
will  be  made  available  and  that 
remodeling  will  be  pursued  ex- 
petitiously  so  that  clinic  may 
be  in  operation  as  soon  as  pos- 
sible . 


17.  Provide  Family  services  through 

20  clinic  sites,  $1,039,484  4/27/78  Endorsed  with  comment: 

1.  That  applicant  submit 
quarterly  progress  reports  to 
HSA  to  include,  among  other 
things,  ethnic  breakdown  of  staff, 
clientele  served  and  Consumer  Ad- 
visory Council  and  outreach  ef- 
forts to  rural  areas  and  minority 
groups . 


18.  Provide  further  expansion  and 

continuation  of  present  services 
which  consist  of  pregnancy  and 
youth  counseling  and  education, 
$2,023,212 


4/27/78  Endorsed  with  comments: 

1.  That  the  applicant  submit 
copies  of  letters  of  support  for 
Family  Planning  Program  from 
participating  schools  and  other 
community  organizations;  2.  That 
the  applicant  submit  quarterly 
progress  reports  to  HSA. 
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CASE  EXAMPLE  (CONTINUED) 
FAR  WEST  H S A 


DATE  REVIEWED  AND 

PROJECT  SUMMARY HSA  RECOMMENDED  ACTION 


19.  Continue  to  make  medical  care  4/27/78 

available  to  low-income  families  Endorsed 

living  within  a 30  air-mile  radius 
of  Medical  Center  to  maintain  en- 
rollment of  1800  members,  provide 
dental  services  to  children  and 
emergency  dental  services  to 
adults,  provide  limited  trans- 
portation services,  provide 
health  education  services  with 
emphasis  on  developing  hyper- 
tension control  program,  to  im- 
plement a Board  of  Directors, 
and  to  continue  to  administer 
the  program  as  efficiently  as 
possible,  $619,162 


20.  Continue  to  pursue  goal  of  im-  7/8/78 

plementing  a regional  plan  for  Denied 

coordinating  and  supplementing 
emergency  medical  services  and 
training  emergency  service  per- 
sonnel within  four  counties, 

$1,089, 057 


21.  For  further  expansion  and  con- 
tinuation of  present  services 
which  consist  of  diagnostic, 
radiological  treatment,  emer- 
gency and  preventative  services 
and  to  establish  additional  ser- 
vice sites,  $560,924 


7/8/78  Endorsed  with  comments: 
1.  The  role  of  the  Medical 
Director  should  be  clarified, 
especially  in  the  area  of  on- 
going evaluation  of  quantity, 
quality  and  cost  of  provided 
services;  2.  The  applicant 
should  provide  copies  of  its 
Quarterly  Reports  to  HSA;  3. 
The  applicant  should  provide 
corrected  figures  for  outreach 
to  two  towns  in  the  1978-79 
Budget  Assumptions;  4.  The 
Applicant  should  provide  a 
copy  of  Needs  and  Feasibility 
Study  to  HSA;  5.  Evaluation 
procedures  be  developed  for 
program . 
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CASE  EXAMPLE 


(CONTINUED) 


FAR  WEST  HS A 


DATE  REVIEWED  AND 

PROJECT  SUMMARY HSA  RECOMMENDED  ACTION 


22.  To  establish  a liaison  between  7/8/78 

Indian  and  non-Indian  mental  Denied 

health  programs,  $103,650 


23.  Provide  mental  health  services  7/8/78 

to  Indians  who  reside  on  three  Denied 

reservations,  $91,200 


24.  Promote  successful  intergration  7/8/78 

of  the  chronic  deaf  of  County  Endorsed 

into  community  through  iden- 
tification, information  and 
consultation  of  the  needs, 
abilities  and  potential  of 
chronic  deaf  persons,  $84,708 


25.  Provide  assertive  behavior  training  7/8/78 

to  Spanish-speaking  women  in  order  Denied 

to  reduce  the  incidence  of  physical 
abuse,  $105,000 


26.  Conduct  HMO  Feasibility  Study 
in  County,  $91,467 


8/9/78 

No  Recommendation 


27.  Conduct  HMO  Feasibility  Study 
in  (different)  County,  $90,390 


8/9/78 

Endorsed 


28.  Conduct  HMO  Feasibility  Study 
in  four  Counties,  $47,581 


8/9/78  Endorsed  with  comments: 
1.  That  the  applicant  study 
the  feasibility  of  serving 
medically  underserved  areas;  2, 
That  the  applicant  provide  HSA 
with  a complete  final  copy  of 
the  feasibility  of  study  upon 
its  completion. 


45-450  0 


79 


20 
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CASE  EXAMPLE  (CONTINUED) 
FAR  -WEST  HS A 


DATE  REVIEWED  AND 

PROJECT  SUMMARY HSA  RECOMMENDED  ACTION 


29.  Provide  comprehensive  mental  health  8/9/78  Endorsed  with  Comments: 

services  to  Catchment  Area  §3,372,768  1.  That  the  applicant  submit 

quarterly  reports  to  HSA  des- 
cribing its  progress  as  of 
December  1,  1977,  and,  specif- 
ically, the  applicant's  efforts 
in  recruitng  mental  health  pro- 
fessionals among  ethnic  and 
minority  populations;  2.  That 
the  applicant  increase  its 
efforts  to  involve  the  client 
community  in  the  planning  and 
implementation  of  the  program 
and  that  the  Mental  Health 
Center  Governing  Board  be 
brought  into  compliance  with 
the  membership  matrix  which 
was  developed  in  accordance 
with  Federal  guidelines. 


30.  Provide  Consultation  and 

Education  services  to  the  res- 
idents and  organizations  of 
Catchment  Area,  $65,844 


9/9/78  Endorsed  with  comments: 

1.  That  the  applicant  should 
provide'  a matrix  of  Citizens 
Advisory  Council  which  will 
demonstrate  representation  for 
each  of  the  geographical  areas 
served  by  the  Center,  and  doc- 
ument the  selection  process  for 
Citizens  Advisory  Council  member- 
ship; 2.  That  the  applicant 
demonstrate  that  Consultation 
and  Education  Services  are  pro- 
vided through  the  Catchment  Area. 
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APPENDIX  C 

A NORTHEAST  BSA  (CONTINUED) 
TECHNICAL  ASSISTANCE  RECORD 


NATURE  OF  TECHNICAL  ASSISTANCE  PROVIDED 


15.  Provided  assistance  in  development  of  feasibility 
studies  for  establishment  of  EMOs  in  two  Counties  - 
one  not  funded,  other  still  in  planning  stages. 

16.  Consultation  and  data  provided  for  eedical  school 
study  of  family  practice  location. 

17.  Leadership,  consultation  and  data  regarding  merger 
of  two  hospitals  in  a large  city  — new  corpora- 
tion formed . 

18.  Encouraged  and  provided  technical  support  for 
applications  for  various  mental  health  sponsors 
to  establish  intramural  services  — for  example. 
County  Mental  Health  Department  to  implement  AIP 
Objectives  of  day  care  program  for  mentally  dis- 
abled; church  home  to  establish  alcoholism  units. 


PERSON  DAYS  GIVEN 
WITHIN  24  MONTH 
.PERIOD  ENDING  8/1/73 

5 days,  Sr.  Staff 


5 days,  Sr.  Staff 


Sr  Staff 


10  days, 
20  days. 
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A SOUTHERN  HSA 


TECHNICAL  ASSISTANCE  RECORD 


NATURE  OF 


TECHNICAL  ASSISTANCE 


PERSON  DAYS  GIVEN 
WITHIN  24  MONTH 
PERIOD  ENDING  8/1/71 


13.  Logged,  in  total  of  602  contracts  on  implementation/  11  Days 
technical  assistance  matters. 

14.  Provided  technical  assistance  to  one  community  1 Day 

organisation  seeking  to  establish  an  alcoholism 
treatment  center  for  women  - pending. 

15.  Provided  technical  assistance  to  four  communities  8 Days 

seeking  to  fluoridate  water  supplies  - not  success- 


16.  Provided  technical  assistance  to  two  health  depart-  2 Days 

ion  and  treatment  - funding  arranged  for  one  hygienist 
one  pending. 

17.  Provided  technical  assistance  to  three  health  depart-  2 Days 
ments  seeking  to  hire  additional  VD  investigators  - 

not  successful  due  to  lack  of  funding. 

18.  Provided  technical  assistance  in  development  of  15-  4 Days 

county  EMS  1202-1203  grant  application  - funded  or 
pending? 

19.  Arranged  public  service  announcements  on  child  3 Days 

20.  Consulted  with  State  Rural  Health  Program  on  de-  3 Days 

velopment  of  four  State-funded  projects  in  the 

health  service  area. 

21.  Coordinated  technical  assistance  with  State  Rural  2 Days 

Health  Program  on  development  of  four  projects  in 

this  health  service  area. 

22.  Provided  technical  information  on  project  grants  to  13  1 Day 
home  health  providers  in  this  health  service  area. 


23.  Provided  technical  information  to  one  private  found-  1 Day 
ation  consortium  sponsoring  primary  health  care  pro- 
jects in  this  health  service  area. 

24.  Provided  technical  support  to  a Rural  Health  assistance  2 Days 
group  for  community  health  projects  organised  and  op- 
erated by  students  in  graduate  and  professional  schools. 

25.  Provided  technical  assistance  to  another  HSA  in  2 Days 

developing  its  Annaul  Implementation  Plan. 
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A MIDWEST  HSA 

(PCPULATICN  APPROX.  1,700,000) 


TECHNICAL  ASSISTANCE  RECORD 
NATURE  OF  TECHNICAL  ASSISTANCE 

PERSON  DAYS  GIVEN 
WITHIN  24  MONTH 
PERIOD  ENDING  8/1/78 

11.  Provided  technical  assistance  for  five  hospitals 

in  filing  1122  and  CON  applications. 

3 Days 

12.  Assisted  Care  Center  preparing  application  for  two 

critical  health  manpower  shortage  designation  areas- 
one  area  now  designated;  other  still  under  consider- 

50  Hours 

13.  Provide  assistance  to  all  applicants  as  requested. 

30  Days  (of  Project 
Analysis ) 

14.  Organized  and  conducted  meetings  with  area  radiolo- 
gists to  establish  plan  for  future  placement  of  CT 
scanners . 

30  Days 

15.  Organized  and  conducted  meetings  with  area  obstet- 
ricians and  pediatricians  to  establish  area  first 
Prenatal  Plan. 

40  Days 

16.  Provide  technical  support  to  two  hospitals  in  the 
intitial  development  of  thier  insitutions'  long 
range  plans. 

5 Days 

17.  Organized  area  pathologists  and  hospital  clinical  ■ 
chemists  into  a clinical  laboratory  task  force  to 
advise  ( US  ) on  clinical  laboratory  matters  - also 
resulted  in  an  effort  to  have  all  area  clinical 
laboratories  accredited. 

30  Days 

18.  Provide  out-of-house  technical  assistance  --  pro- 
vice  in-area  residents,  agencies  and  organizations 
and  out-of-area  agencies  with  whom  data  sharing 
agreements  have  been  established  or  with  whom 

68  Days 

cooperative  relationships  exist,  with  data,  information 
and/or  analysis  and  reports  concerning 'population 
and  demographics,  economics,  health  status  and  health 
systems  indicators  utilization  statistics  and  other 
aids  such  as  references  to  data  sources. 
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Senator  Schweiker.  Our  next  witness  is  Joyce  C.  Clifford, 
assistant  director  and  director  of  nursing  services,  Beth  Israel 
Hospital,  Boston. 

Ms.  Clifford,  I wonder  if  you  would  introduce  the  other  members 
of  the  panel.  Unfortunately,  we  do  have  a time  problem,  and  since 
those  of  us  hearing  your  testimony  are  supportive  of  your  efforts,  I 
would  like  to  suggest  that  you  summarize  maybe  for  the  group 
after  you  introduce  them. 

STATEMENT  OF  JOYCE  C.  CLIFFORD,  R.N.,  DIRECTOR  OF  NURS- 
ING SERVICES,  BETH  ISRAEL  HOSPITAL,  BOSTON,  MASS.,  AC- 
COMPANIED BY  DORIS  BLANEY,  ED.  D„  R.N.,  MEMBER,  ANA 
COMMISSION  ON  NURSING  EDUCATION,  AND  PROFESSOR 
AND  CHAIRPERSON,  DIVISION  OF  NURSING,  INDIANA  UNI- 
VERSITY NORTHWEST,  GARY,  IND.;  LINDA  K.  AMOS,  ED.  D., 
FAAN,  FOR  AMERICAN  ASSOCIATION  OF  COLLEGES  OF  NURS- 
ING, DEAN  AND  PROFESSOR,  SCHOOL  OF  NURSING,  BOSTON 
UNIVERISTY;  ANNA  B.  COLES,  PH.  D.,  R.N.,  FOR  NATIONAL 
LEAGUE  OF  NURSING,  DEAN,  COLLEGE  OF  NURSING, 
HOWARD  UNIVERISTY;  AND  CONNIE  BROTEMARKLE,  PRESI- 
DENT, STUDENT  NURSES’  ASSOCIATION,  UNDERGRADUATE 
STUDENT,  GEORGE  MASON  UNIVERSITY 

Ms.  Clifford.  Yes,  thank  you,  Senator.  I will  be  happy  to  do 
that.  In  fact,  actually,  I plan  to  only  highlight  my  testimony.  Also 
to  put  everyone  at  ease,  I will  be  the  only  one  presenting  testimo- 
ny. The  others  with  me  are  here  to  answer  questions  as  necessary. 

Doris  Blaney,  Dr.  Blaney  is  a member  of  the  ANA  Commission 
on  Nursing  Education  and  professor  and  chairperson,  Division  of 
Nursing,  Indiana  University  Northwest,  Gary,  Ind. 

Dean  Linda  Amos  is  here  representing  the  American  Association 
of  Colleges  of  Nursing.  She  is  dean  and  professor,  School  of  Nurs- 
ing, Boston  University,  Boston,  Mass. 

Dean  Anna  Coles  is  representing  the  National  League  for  Nurs- 
ing. She  is  dean,  College  of  Nursing,  Howard  University,  Washing- 
ton, D.C. 

Ms.  Connie  Brotemarkle  is  president,  Student  Nurses’  Associ- 
ation of  Virginia,  undergraduate  student  at  George  Mason  Univer- 
sity, Fairfax,  Va. 

Senator  Schweiker.  Let  me  just  say  that  we  appreciate  your 
being  out  of  order  at  this  point  and  your  understanding  that,  and  I 
would  not  have  agreed  to  that  if  there  was  some  controversy  before 
us  in  terms  of  this  committee’s  view  on  your  position. 

We  do  appreciate  your  being  last  and  going  out  of  order,  and  if  it 
had  adversely  affected  you,  why  we  would  not  have  done  it. 

Ms.  Clifford.  We  understand  why  we  are  last  and  also  the 
committee’s  favorable  view  on  our  position. 

I am  Joyce  Clifford,  speaking  on  behalf  of  the  American  Nurses’ 
Association.  As  director  of  nursing  services  at  Boston’s  Beth  Israel 
Hospital,  I am  also  speaking  as  a concerned  nurse  administrator 
and  a troubled  employer  of  registered  professional  nurses. 

My  experience  spans  nearly  23  years  in  the  practice  of  nursing 
in  Connecticut,  New  Hampshire,  Alabama,  Indiana,  and  Massachu- 
setts. For  more  than  half  of  this  time  I have  been  involved  in 
nursing  administration. 
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Typically,  the  most  overriding  issue  that  I have  had  to  face  is  the 
proper  staffing  of  health  care  programs  to  meet  the  requirements 
of  patients  and  their  families  at  a time  when  they  most  critically 
need  assistance. 

Throughout  my  lifetime  in  nursing,  there  has  been  and  continues 
to  be  a shortage  of  well-prepared  nurses  to  meet  these  require- 
ments. 

President  Carter’s  conclusion,  and  I quote,  that  “the  outlook  is 
good  for  adequate  sustained  growth  in  the  supply  of  nurses,”  end  of 
quote,  runs  contrary  to  the  conclusions  arrived  at  by  those  of  us 
involved  in  the  field. 

Nursing  service  administrators  throughout  this  country  report 
high  vacancy  rates  in  R.N.  positions.  A recent  survey  of  the  Ameri- 
can Hospital  Association  revealed  that  of  43  State  hospital  associ- 
ations contacted,  33  reported  an  overall  shortage  of  nurses. 

I have  some  other  statistics  that  I will  not  repeat  at  this  point. 
They  are  in  my  prepared  text. 

I am  troubled  by  these  facts.  There  is  a shortage  of  nurses  in  this 
country  and  discontinuation  of  funds  for  the  preparation  of  nurses 
will  go  right  to  the  bedside  of  the  consumer.  Their  health  care 
needs  will  be  placed  at  risk  as  the  resources  decline  for  training  to 
meet  these  needs.  We  are  all  too  aware  of  the  dissatisfication 
expressed  by  the  consumer  of  fragmented  health  care.  We  have 
heard  the  cry  for  continuity  and  improved  planning  for  high  qual- 
ity care.  We  have  begun  to  make  changes  in  the  delivery  system 
but  without  support  for  the  continued  preparation  of  well-qualified 
nurses;  we  will  not  be  able  to  continue  with  this. 

But  it  is  more  than  numbers.  It  is  more  than  the  high  vacancy 
rates  in  registered  nurse  positions  throughout  this  country.  Con- 
tinuation of  these  funds  is  critical  for  specialized  areas  and  the 
development  of  leadership  positions. 

The  intensity  and  complexity  of  patient  care  shows  no  sign  of 
slowing  down.  Such  complexity  has  a direct  impact  on  the  utiliza- 
tion of  nurses,  the  need  for  not  just  more  but  for  more  skillfully 
prepared  professionals  as  well. 

As  we  know,  the  average  length  of  a patient’s  hospital  stay 
continues  to  be  shortened.  At  the  same  time,  the  complexity  of  care 
required  by  the  shortened  time  frame  has  increased  substantially. 

The  level  of  complexity  I am  speaking  of  did  not  exist  in  the 
past.  Patients  died  before  they  arrived  at  this  level  of  complexity. 
We  boast  of  the  most  advanced  technology  and  the  most  sophisti- 
cated medical  regimens. 

When  confronted  with  serious  illness,  all  of  us  demand  and 
expect  to  receive  the  desired  outcomes  of  this  level  of  knowledge. 
Survival  alone  is  no  longer  good  enough.  The  quality  of  life  is  of 
ultimate  importance. 

Hospitals  and  other  health  care  agencies  have  responded  to  the 
challenge  of  technological  complexity  intermingled  with  require- 
ments to  be  more  personal  and  humane  in  our  approach  to  the 
patient. 

One  of  the  most  significant  of  these  developments  is  primary 
nursing  where  the  registered  nurse  assumes  full  24-hour  account- 
ability for  the  nursing  plan  of  care  for  her  specific  patients. 
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Primary  nursing  means  that  finally  the  registered  nurse  is  pro- 
viding care  directly  to  a caseload  of  patients  rather  than  care 
through  others.  It  means  that  coordination  of  diagnoses,  therapy 
and  education  with  patients,  family  members,  physicians,  and 
other  health  care  personnel  is  the  responsibility  of  the  registered 
professional  nurse. 

Such  coordination  is  crucial  in  today’s  complex  system,  and  it 
demands  highly  trained,  well-prepared  professionals  who  respond 
to  more  than  the  increased  technical  and  medical  specialization. 

It  demands  professionals  who  are  prepared  to  confront  complex 
ethical  decisions,  the  serious  issues  of  informed  consent,  patient’s 
rights  and  the  patient’s  ability  to  cope  following  discharge. 

A major  objective  of  the  Nurse  Training  Act  was  to  prepare 
nurses  at  the  graduate  level  to  fill  leadership  positions  in  nursing 
service,  administration  and  supervision. 

While  numbers  of  nurses  is  of  significance  to  us,  it  is  in  this 
area,  the  need  for  well  qualified  nurse  leaders  and  managers  that 
you  will  find  the  deepest  consensus  and  concern  among  nursing 
service  administrators. 

Even  in  Boston,  with  its  relatively  high  ratio  of  nurses,  we  face 
serious  hurdles  as  we  attempt  to  fill  leadership  positions.  At  the 
Beth  Isreal  hospital,  for  example,  an  open  head  nurse  position,  our 
most  critical  first  line  manager  averages  4 to  6 months  to  fill  with 
the  right  person. 

Even  then  we  find  ourselves  providing  extensive  on-the-job  train- 
ing and  continuing  education  in  order  to  prepare  the  nurse  man- 
ager for  that  role.  The  average  yearly  budget  responsibility  of  a 
head  nurse  at  the  Beth  Isreal  Hospital  ranges  from  $300,000  to 
over  $500,000. 

Our  head  nurses  assume  complete  managerial  accountability  for 
all  staff  assigned  to  their  unit,  staff  they  have  interviewed  and 
selected  themselves.  Such  head  nurses  directly  influence  the  effi- 
ciency and  effectiveness  of  the  delivery  system.  They  manage  an 
average  of  30  staff  members,  a major  responsibility  in  any  organi- 
zation. 

Equally  as  critical  is  the  dearth  of  qualified  nursing  service 
administrators  in  this  country.  Results  provided  by  5,326  hospitals 
in  a 1977  survey  conducted  by  the  American  Society  of  Nursing 
Service  Administrators  shows  that  only  27.3  percent  of  the  nurse 
administrators  in  these  hospitals  held  a masters  degree. 

Nearly  half  or  48.1  percent  of  the  nursing  service  administrators 
do  not  hold  even  a baccalaureate  degree.  Yet  nursing  service  ad- 
ministrators in  this  country  assume  accountability  for  40  to  60 
percent  of  the  hospital’s  budget  and  for  one-third  to  one-half  of  its 
personnel. 

We  cannot  afford  to  have  unprepared  people  with  such  responsi- 
bilities. Continued  support  for  the  preparation  of  nurse  managers 
and  nurse  administrators  is  thus  appropriate  not  only  for  adequate 
numbers  of  nurses,  not  only  for  adequate  preparation  of  such 
nurses,  but  also  to  help  make  the  product,  patient  care,  both  effec- 
tive and  prudent  in  cost. 

We  appreciate  the  way  this  committee  has  responded  to  this  bill 
and  urge  prompt  enactment  of  the  Nurse  Training  Act  S.230  in 
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order  that  the  nursing  resources  of  the  future  will  not  be  further 
jeopardized.  Thank  you. 

Senator  Schweiker.  Thank  you.  One  of  the  real  issues,  and  you 
have  touched  on  it  obviously  right  off  in  your  statement,  is  wheth- 
er there  is  a shortage  or  not,  and  I would  just  like  to  spend  a 
minute  or  two  going  back,  because  there  seems  to  be  a strong 
difference  of  opinion  here  with  the  Carter  administration  saying 
that  we  have  enough;  there  is  no  shortage;  and  therefore,  kill  the 
whole  program. 

You  say  a survey  of  the  American  Hospital  Association  revealed 
that  of  43  State  hospital  associations  contacted  33  reported  an 
overall  shortage  of  nurses. 

Ms.  Clifford.  That  is  correct. 

Senator  Schweiker.  How  does  this  jibe  with  what  the  adminis- 
tration is  telling  us? 

Ms.  Clifford.  I am  unable  to  answer  that,  Senator,  other  than 
the  fact  that  these  figures  come  from  those  of  us  in  the  field.  These 
are  figures  provided  from  current  budgeted  vacancies — I can  tell 
you  my  vacancy  rate  right  now.  Earlier  Senator  Kennedy  spoke  of 
Mass  General  Hospital  with  150  vacancies  in  nursing.  Boston  City 
Hospital,  the  same.  And  throughout  the  country  there  are  similar 
kinds  of  statistics  reported  by  directors  of  nursing  in  terms  of 
budgeted  positions  that  are  vacant. 

Senator  Schweiker.  California  17  percent  unfilled;  Arizona  21 
percent.  Milwaukee  12  percent. 

Ms.  Clifford.  Yes,  sir. 

Senator  Schweiker.  How  do  we  get  the  nurses  into  the  geograph- 
ic areas  and  the  hospitals  that  we  need  them,  Ms.  Clifford?  In 
other  words,  how  do  we  get  them  where  we  need  them.  Assuming 
that  we  give  you  resources  now  to  do  the  job  which  obviously  is  at 
issue  very  deeply,  but  assuming  we  do  that,  how  do  we  get  them 
where  we  need  them? 

Ms.  Clifford.  I think  that  as  delivery  systems  for  nursing  care 
for  example  within  hospitals  change,  and  they  will  change  if  we 
have  increased  resources,  we  will  then  be  able  to  attract  well 
prepared  nurses  into  geographic  areas  that  have  been  in  the  past 
unable  to  attract  them. 

I would  also  like  to  comment,  however,  that  in  terms  of  distribu- 
tion we  need  to  look  at  it  from  a comprehensive  viewpoint.  It  is  not 
only  a national  geographical  issue.  But  even  within,  for  instance,  a 
State  such  as  Massachusetts,  which  I am  most  familiar  with,  you 
must  look  in  terms  of  geographical  distribution  within  the  State. 

A high  ratio  of  nurses  may  exist,  but  there  continues  to  be  a 
dearth  of  nurses  in  different  parts  of  the  State  and  also  within 
hospitals  themselves.  For  example,  many  of  the  vacancies  I have 
cited  are  on  the — what  we  call  the  off  shifts,  evening  and  nights, 
weekends.  There  is  much  difficulty  within  cities,  inner  cities,  and 
also  some  rural  areas,  to  get  nurses  to  fill  these  off-shift  positions. 

Senator  Schweiker.  One  of  the  problems,  as  you  well  know  is 
the  early  dropout  rate.  Would  you  comment  on  that  as  to  what  we 
might  do  to  keep  nurses  in  the  nursing  force? 

Ms.  Clifford.  I am  a little  confused.  Are  you  speaking  of  the 
early  dropout  rate  in  schools? 
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Senator  Schweiker.  Economists  have  given  us  figures  that  there 
is  a dropout  rate  of  30  to  40  percent  of  people,  of  nurses  in  the 
work  force,  and  some  of  them  are  as  simple  as  getting  married,  you 
know,  and  others  are  going  on  to  other  occupations,  changing  jobs. 

Obviously,  this  causes  shortages,  and  this  maybe  accounts  for  the 
difference  between  our  figures  and  the  administrations  figures. 

Ms.  Clifford.  It  is  quite  probable  that  there  are  some  discrepan- 
cies between  our  statistics  related  to  the  number  of  licensed  profes- 
sional nurses  and  the  number  of  active  nurses  willing  to  work. 

We  are  a female  profession  predominantly,  and  we  are  still  sub- 
ject to  many  of  those  circumstances  related  to  female  professions, 
marriage  and  children  continuing  to  be  major  reasons  for  such 
attrition. 

Also,  more  currently  there  are  other  career  opportunities  open- 
ing up  for  women  that  are  at  a higher  pay  scale.  So  salary  is  one  of 
the  things  we  need  to  be  looking  at. 

Senator  Schweiker.  So  pay  is  an  important  point. 

Ms.  Clifford.  I would  also  comment  that  when  you  look  at  the 
intensity  of  care  occurring  in  all  hospitals,  not  just  medical  centers 
such  as  the  one  I am  in,  but  even  within  the  community  hospital, 
the  syndrome  now  referred  to  as  burnout  is  really  very  evident.  We 
do  have  to  look  in  terms  of  how  can  we  make  changes  within  the 
particular  delivery  systems  which  will  allow  nurses  to  be  able  to 
continue  to  practice  nursing  in  a satisfied  manner. 

One  of  the  ways  I think  we  have  begun  to  address  this  issue  is 
through  the  development  of  primary  nursing,  where  we  are  bring- 
ing the  nurse  back  to  the  bedside,  working  with  a caseload  of 
patients,  being  able  to  deliver  professional  nursing  care  and  to  be 
able  to  do  it  herself  rather  than  supervising,  at  a very  expensive 
cost,  by  the  way,  less  prepared  auxiliary  people. 

Senator  Schweiker.  All  right.  I appreciate  your  comments  very 
much  and  your  patience  as  well. 

The  Senate  Health  Subcommittee  will  stand  in  recess. 

[Whereas,  at  12:40  p.m.,  the  proceedings  were  adjourned  at  the 
call  of  the  Chair.] 
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APPENDIX 


The  following  testimony  was  submitted  for  the  record: 

I,  S,  5^f  ''The  Health  Planning  Amendments  of  1979'' 

II.  S.  230.  ''The  Nurse  Training  Act'' 

Ilf,  S.  590,  ' 'The  Clinical  Laboratory  Improvement  Act  of  1979'' 


I.  S.  544,  "The  Health  Planning  Amendments  of  1979' 


1 /fBOClADCN  1747  Pennsylvania  Ave..  N.W..  Suite  600.  Washington.  D.C.  20006 


March  25,  1979 


Committee  on  Labor  and  Human  Resources 
Subcommittee  on  Health  and  Scientific  Research 
309  D Senate  Courts  Building 
First  and  C Streets,  N.E. 

Washington,  D.C.  20510 


Please  find  enclosed  five  copies  of  the  "Statement 
of  the  American  Clinical  Laboratory  Association  on  S.  544  - 
The  Health  Planning  Amendments  of  1979"  for  inclusion  in 
the  record  of  the  Committee's  hearings  on  that  bill. 

If  more  copies  are  needed,  or  there  are  any  questions 
about  this  statement,  please  contact  me  at  the  address  listed 
above . 


Thank  you  for  your  assistance. 


Sincerely, 


Hope  S.  Foster 


Enclosures 
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STATEMENT  OF  THE  AMERICAN 
CLINICAL  LABORATORY  ASSOCIATION 
ON  S.  544  - 

THE  HEALTH  PLANNING  AMENDMENTS  OF  1979 
MARCH,  1979 


The  American  Clinical  Laboratory  Association,  an  organi- 
zation of  independent,  federally  regulated,  proprietary  clinical 
laboratories,  submits  this  statement  to  urge  the  Committee  on 
Labor  and  Human  Resources  to  amend  § 141  of  S.  544  to  exempt  the 
purchases  of  diagnostic  equipment  by  independent  clinical  labor- 
atories from  the  definition  of  institutional  health  services. 

AC LA  recognizes  that  §136  would  only  apply  the  prior  approval 
requirements  of  certificate  of  need  to  purchases  of  such  equipment 
that  "will  be  used  to  provide  services  on  a regular  basis  for 
inpatients  of  a hospital."  However,  as  §136  currently  reads, 
many  independent  laboratories  could  be  subject  to  certificate  of 
need  requirements,  as  such  laboratories  could  be  deemed  to  be 
regularly  providing  services  to  inpatients,  based  on  the  reference  I 
work  they  may  do  for  hospitals  even  though  the  total  amount  of 

i 

such  reference  testing  is  very  slight  when  compared  with  the 
total  number  of  tests  provided  by  these  laboratories.  Independent 
laboratories  are  not  appropriately  subject  to  certificate  of  need  jij 
requirements  for  the  following  reasons: 

1 ) Independent  laboratories  are  one  of  the 
few  components  of  the  health  care  industry  that 
operate  in  competition.  ACLA  has  demonstrated 
the  existence  and  effects  of  this  competition  in 
the  STATEMENT  ON  COMPETITION  IN  THE  INDEPENDENT 
LABORATORY  MARKET  which  ACLA  submitted  to  the 
Subcommittee  on  Health  and  Scientific  Research 
last  year.  This  competition  regulates  major  medi- 
cal equipment  purchases  more  effectively  and  ef- 
ficiently than  a planning  agency  could. 
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2)  Independent  laboratories  are  charge- 
reimbursed  while  hospitals  are  cost-reimbursed. 

Since  independent  laboratories  are  charge  reimbursed, 
not  cost  reimbursed,  they  bear  the  risk  of  unwise 
diagnostic  equipment  purchases.  No  third  party 
carrier  picks  up  the  costs  incurred  by  indepen- 
dent laboratories.  Therefore,  review  of  the  costs 
they  assume  is  not  necessary.  These  labs  cannot  pass 
on  the  costs  of  unwise  investments  as  their  prices 
are  set  in  a competitive  market  and  they  are  charge 
reimbursed . 

( 3 ) Adoption  of  an  amendment  exempting  indepen- 
dent laboratories  from  prior  approval  requirements  will 
not  adversely  affect  quality  since  the  exemption 
would  only  apply  to  Medicare  Certified  Laboratories. 

( 4 ) Expanding  the  jurisdiction  of  health  planning 
agencies  to  include  independent  laboratories  will  over- 
burden the  already  heavily  committed  planning  agencies. 

( 5 ) Leaving  independent  laboratories  out  of 
the  planning  program  will  not  effect  the  utilization 
of  testing  services  since  control  of  utilization  is 
in  the  hands  of  physicians,  third  party  carriers  and 
PSROs,  not  laboratories.  Imposing  planning  require- 
ments on  laboratories  is  therefore  not  the  appropriate 
vehicle  to  solve  the  overutilization  problem. 

( 6 ) Requiring  independent  laboratories  to  dis- 
close their  purchase  plans  prior  to  acquisition  will 
destroy  the  competitive  edge  of  surprise  and  will  dele- 
teriously  effect  the  competitive  marketplace  in  which 
these  laboratories  operate. 

The  amendment  that  AC LA  seeks  to  exempt  independent  lab- 
oratories would  strike  the  period  at  line  23  of  page  36  and 
insert  in  lieu  thereof  a comma  and  the  following: 

except  such  equipment  utilized  exclusively  to 
perform  diagnostic  laboratory  services  in  a 
clinical  laboratory  which  is  independent  of 
a physician's  office  and  a hospital  and  which 
has  been  determined  under  title  XVIII  of  the 
Social  Security  Act  as  meeting  the  requirements 
of  paragraphs  (10)  and  (11)  of  section  1861(s) 
of  such  Act. 
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Thus,  if  this  amendment  were  adopted  the  definition  of 
diagnostic  and  therapeutic  equipment  purchases  subject  to  cer- 
tificate of  need  requirements  would  read 
§ 1531(5) 


The  term  "institutional  health 
services"  means... (ii)  diagnostic  or 
therapeutic  equipment,  acquired  through 
purchase,  rental,  lease,  or  gift,  valued 
at  the  time  of  acquisiti-on  in  excess  of 
$150,000,  used  in  the  delivery  of  health 
care  services  by  a health  care  facility 
except  such  equipment  utilized  exclusively 
to  perform  diagnostic  laboratory  services 
in  a clinical  laboratory  which  is  inde- 
pendent of  a physician's  office  and  a 
hospital  and  which  has  been  determined 
under  Title  XVIII  of  the  Social  Security 
Act  as  meeting  the  requirements  of  para- 
graphs (10)  and  (11)  of  section  1861(s) 
of  such  Act. 

ACLA  submits  that  adoption  of  this  amendment  will  pre- 
serve the  benefits  that  have  accrued  to  the. system  from  the  com- 
petition exerted  by  the  independent  laboratory  and  will  in  no 

V 

way  undermine  the  goals  of  the  planning  program.  However,  should 
the  Committee  on  Labor  and  Human  Resources  determine  that  it  can- 
not exempt  independent  laboratories  from  §141,  it  should  consider 
amendment  to  §136  to  strike  the  words  "on  a regular  basis"  at 
lines  22  and  23  of  page  33  and  add  the  words  "primarily"  between 
"used"  and  "to"  at  line  22  of  page  33.  If  this  amendment  were 
adopted,  section  1523(d)(1)(B)  would  read  as  follows: 


1/  For  a detailed  discussion  of  these  benefits  and  the  fact 
that  an  exemption  will  not  injure  the  planning  system,  see 
"Statement  of  the  American  Clinical  Laboratory  Association 
on  S.  2410,  The  Health  Planning  Amendments  of  1978  (Feb- 
ruary 22,  1978)",  submitted  by  ACLA  on  S.  544' s predecessor. 
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The  State  Agency  finds,  within  thirty 
days  after  the  date  it  receives  a notice 
in  accordance  with  paragraph  (2)  with  re- 
spect to  such  acquisition,  that  the  equip- 
ment will  be  used  primarily  to  provide 
services  en  a tegulat  basis  for  inpatients 
of  a hospital. 

This  amendment  will  assure  that  an  independent  laboratory 
which  purchases  a piece  of  equipment  that  will  be  used  minimally 
but  regularly  to  provide  reference  testing  to  hospitals  and  which 
will  be  primarily  used  to  provide  testing  services  to  others  than 
inpatients  will  not  be  subjected  to  the  expensive,  time-consuming 
and  competition  lessening  process  of  certificate  of  need. 

ACLA  will  be  happy  to  provide  additional  information 
or  answer  questions  at  the  Committee's  pleasure. 


45-450  0 


79  - 21 
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STATEMENT  OF  THE  AMERICAN 
CLINICAL  LABORATORY  ASSOCIATION 
ON  S.  544  - 

THE  HEALTH  PLANNING  AMENDMENTS  OF  1979 
MARCH,  1979 


The  American  Clinical  Laboratory  Association,  an  organi- 
zation of  independent,  federally  regulated,  proprietary  clinical 
laboratories,  submits  this  statement  to  urge  the  Committee  on 
Labor  and  Human  Resources  to  amend  § 141  of  S.  544  to  exempt  the 
purchases  of  diagnostic  equipment  by  independent  clinical  labor- 
atories from  the  definition  of  institutional  health  services. 

AC LA  recognizes  that  §136  would  only  apply  the  prior  approval 
requirements  of  certificate  of  need  to  purchases  of  such  equipment 
that  "will  be  used  to  provide  services  on  a regular  basis  for 
inpatients  of  a hospital."  However,  as  §136  currently  reads, 
many  independent  laboratories  could  be  subject  to  certificate  of 
need  requirements,  as  such  laboratories  could  be  deemed  to  be 
regularly  providing  services  to  inpatients,  based  on  the  reference 
work  they  may  do  for  hospitals  even  though  the  total  amount  of 
such  reference  testing  is  very  slight  when  compared  with  the 
total  number  of  tests  provided  by  these  laboratories.  Independent 
laboratories  are  not  appropriately  subject  to  certificate  of  need 
requirements  for  the  following  reasons: 

1 ) Independent  laboratories  are  one  of  the 
few  components  of  the  health  care  industry  that 
operate  in  competition.  AC LA  has  demonstrated 
the  existence  and  effects  of  this  competition  in 
the  STATEMENT  ON  COMPETITION  IN  THE  INDEPENDENT 
LABORATORY  MARKET  which  AC LA  submitted  to  the 
Subcommittee  on  Health  and  Scientific  Research 
last  year.  This  competition  regulates  major  medi- 
cal equipment  purchases  more  effectively  and  ef- 
ficiently than  a planning  agency  could. 
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2 ) Independent  laboratories  are  charge- 
reimbursed  while  hospitals  are  cost-reimbursed. 

Since  independent  laboratories  are  charge  reimbursed , 
not  cost  reimbursed,  they  bear  the  risk  of  unwise 
diagnostic  equipment  purchases.  No  third  party 
carrier  picks  up  the  costs  incurred  by  indepen- 
dent laboratories.  Therefore,  review  of  the  costs 
they  assume  is  not  necessary.  These  labs  cannot  pass 
on  the  costs  of  unwise  investments  as  their  prices 
are  set  in  a competitive  market  and  they  are  charge 
reimbursed. 

( 3 ) Adoption  of  an  amendment  exempting  indepen- 
dent laboratories  from  prior  approval  requirements  will 
not  adversely  affect  quality  since  the  exemption 
would  only  apply  to  Medicare  Certified  Laboratories. 

( 4 ) Expanding  the  jurisdiction  of  health  planning 
agencies  to  include  independent  laboratories  will  over- 
burden the  already  heavily  committed  planning  agencies. 

( 5 ) Leaving  independent  laboratories  out  of 
the  planning  program  will  not  effect  the  utilization 
of  testing  services  since  control  of  utilization  is 
in  the  hands  of  physicians,  third  party  carriers  and 
PSROs,  not  laboratories.  Imposing  planning  require- 
ments on  laboratories  is  therefore  not  the  appropriate 
vehicle  to  solve  the  overutilization  problem. 

( 6 ) Requiring  independent  laboratories  to  dis- 
close their  purchase  plans  prior  to  acquisition  will 
destroy  the  competitive  edge  of  surprise  and  will  dele- 
teriously  effect  the  competitive  marketplace  in  which 
these  laboratories  operate. 

The  amendment  that  ACLA  seeks  to  exempt  independent  lab- 
oratories would  strike  the  period  at  line  23  of  page  36  and 
insert  in  lieu  thereof  a comma  and  the  following: 

except  such  equipment  utilized  exclusively  to 
perform  diagnostic  laboratory  services  in  a 
clinical  laboratory  which  is  independent  of 
a physician's  office  and  a hospital  and  which 
has  been  determined  under  title  XVIII  of  the 
Social  Security  Act  as  meeting  the  requirements 
of  paragraphs  (10)  and  (11)  of  section  1 861 ( s ) 
of  such  Act. 
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Thus,  if  this  amendment  were  adopted  the  definition  of 
diagnostic  and  therapeutic  equipment  purchases  subject  to  cer- 
tificate of  need  requirements  would  read 
§ 1531(5) 

The  term  "institutional  health 
services"  means... (ii)  diagnostic  or 
therapeutic  equipment,  acquired  through 
purchase,  rental,  lease,  or  gift,  valued 
at  the  time  of  acquisition  in  excess  of 
$150,000,  used  in  the  delivery  of  health 
care  services  by  a health  care  facility 
except  such  equipment  utilized  exclusively 


to  perform  diagnostic  laboratory  services 

in  a clinical  laboratory  which 

is  inde- 

pendent  of  a physician's  office 

and  a 

hospital  and  which  has  been  determined 

under  Title  XVIII  of  the  Social 

Security 

Act  as  meeting  the  requirements 

of  para- 

graphs  (10)  and  (11)  of  section 

1861 ( s ) 

of  such  Act. 

ACLA  submits  that  adoption  of  this  amendment  will  pre- 
serve the  benefits  that  have  accrued  to  the  system  from  the  com- 


petition exerted  by  the  independent  laboratory  and  will  in  no 

1/ 

way  undermine  the  goals  of  the  planning  program.  However,  should 
the  Committee  on  Labor  and  Human  Resources  determine  that  it  can- 


not exempt  independent  laboratories  from  §141,  it  should  consider 
amendment  to  §136  to  strike  the  words  "on  a regular  basis"  at 
lines  22  and  23  of  page  33  and  add  the  words  "primarily"  between 
"used"  and  "to"  at  line  22  of  page  33.  If  this  amendment  were 
adopted,  section  1523(d)(1)(B)  would  read  as  follows: 


1/  For  a detailed  discussion  of  these  benefits  and  the  fact 
that  an  exemption  will  not  injure  the  planning  system,  see 
"Statement  of  the  American  Clinical  Laboratory  Association 
on  S.  2410,  The  Health  Planning  Amendments  of  1978  (Feb- 
ruary 22,  1978)",  submitted  by  ACLA  on  S.  544' s predecessor. 
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The  State  Agency  finds,  within  thirty 
days  after  the  date  it  receives  a notice 
in  accordance  with  paragraph  (2)  with  re- 
spect to  such  acquisition,  that  the  equip- 
ment will  be  used  primarily  to  provide 
services  en  a tegalaf  basis  for  inpatients 
of  a hospital. 

This  amendment  will  assure  that  an  independent  laboratory 
which  purchases  a piece  of  equipment  that  will  be  used  minimally 
but  regularly  to  provide  reference  testing  to  hospitals  and  which 
will  be  primarily  used  to  provide  testing  services  to  others  than 
inpatients  will  not  be  subjected  to  the  expensive,  time-consuming 
and  competition  lessening  process  of  certificate  of  need. 

ACLA  will  be  happy  to  provide  additional  information 
or  answer  questions  at  the  Committee's  pleasure. 
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STATEMENT  OF  THE  AMERICAN 
CLINICAL  LABORATORY  ASSOCIATION 
ON  S.  544  - 

THE  HEALTH  PLANNING  AMENDMENTS  OF  1979 
MARCH,  1979 


The  American  Clinical  Laboratory  Association,  an  organi- 
zation of  independent,  federally  regulated,  proprietary  clinical 
laboratories,  submits  this  statement  to  urge  the  Committee  on 
Labor  and  Human  Resources  to  amend  §'  141  of  S.  544  to  exempt  the 
purchases  of  diagnostic  equipment  by  independent  clinical  labor- 
atories from  the  definition  of  institutional  health  services. 

ACLA  recognizes  that  §136  would  only  apply  the  prior  approval 
requirements  of  certificate  of  need  to  purchases  of  such  equipment 
that  "will  be  used  to  provide  services  on  a regular  basis  for 
inpatients  of  a hospital."  However,  as  §136  currently  reads, 
many  independent  laboratories  could  be  subject  to  certificate  of 
need  requirements,  as  such  laboratories  could  be  deemed  to  be 
regularly  providing  services  to  inpatients,  based  on  the  reference 


work  they  may  do  for  hospitals  even  though  the  total  amount  of 
such  reference  testing  is  very  slight  when  compared  with  the 
total  number  of  tests  provided  by  these  laboratories.  Independent 
laboratories  are  not  appropriately  subject  to  certificate  of  need 
requirements  for  the  following  reasons: 


1)  Independent  laboratories  are  one  of  the 
few  components  of  the  health  care  industry  that 
operate  in  competition.  ACLA  has  demonstrated 
the  existence  and  effects  of  this  competition  in 
the  STATEMENT  ON  COMPETITION  IN  THE  INDEPENDENT 
LABORATORY  MARKET  which  ACLA  submitted  to  the 
Subcommittee  on  Health  and  Scientific  Research 
last  year.  This  competition  regulates  major  medi- 
cal . equipment  purchases  more  effectively  and  ef- 
f iciently  than  a planning  agency  could. 
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2)  Independent  laboratories  are  charge- 
reimbursed  while  hospitals  are  cost-reimbursed. 

Since  independent  laboratories  are  charge  reimbursed, 
not  cost  reimbursed,  they  bear  the  risk  of  unwise 
diagnostic  equipment  purchases.  No  third  party 
carrier  picks  up  the  costs  incurred  by  indepen- 
dent laboratories.  Therefore,  review  of  the  costs 
they  assume  is  not  necessary.  These  labs  cannot  pass 
on  the  costs  of  unwise  investments  as  their  prices 
are  set  in  a competitive  market  and  they  are  charge 
reimbursed. 

( 3 ) Adoption  of  an  amendment  exempting  indepen- 
dent laboratories  from  prior  approval  requirements  will 
not  adversely  affect  quality  since  the  exemption 
would  only  apply  to  Medicare  Certified  Laboratories. 

( 4 ) Expanding  the  jurisdiction  of  health  planning 
agencies  to  include  independent  laboratories  will  over- 
burden the  already  heavily  committed  planning  agencies. 

( 5 ) Leaving  independent  laboratories  out  of 
the  planning  program  will  not  effect  the  utilization 
of  testing  services  since  control  of  utilization  is 
in  the  hands  of  physicians,  third  party  carriers  and 
PSROs , not  laboratories.  Imposing  planning  require- 
ments  on  laboratories  is  therefore  not  the  appropriate 
vehicle  to  solve  the  overutilization  problem. 

(6)  Requiring  independent  laboratories  to  dis- 
close their  purchase  plans  prior  to  acquisition  will 
destroy  the  competitive  edge  of  surprise  and  will  dele- 
teriously  effect  the  competitive  marketplace  in  which 
these  laboratories  operate. 

The  amendment  that  AC LA  seeks  to  exempt  independent  lab- 
oratories would  strike  the  period  at  line  23  of  page  36  and 
insert  in  lieu  thereof  a comma  and  the  following: 

except  such  equipment  utilized  exclusively  to 
perform  diagnostic  laboratory  services  in  a 
clinical  laboratory  which  is  independent  of 
a physician's  office  and  a hospital  and  which 
has  been  determined  under  title  XVIII  of  the 
Social  Security  Act  as  meeting  the  requirements 
of  paragraphs  (10)  and  (11)  of  section  1861(s) 
of  such  Act. 
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Thus,  if  this  amendment  were  adopted  the  definition  of 
diagnostic  and  therapeutic  equipment  purchases  subject  to  cer- 
tificate of  need  requirements  would  read 
§ 1531(5) 

The  term  "institutional  health 
services"  means... (ii)  diagnostic  or 
therapeutic  equipment,  acquired  through 
purchase,  rental,  lease,  or  gift,  valued 
at  the  time  of  acquisitron  in  excess  of 
$150,000,  used  in  the  delivery  of  health 
care  services  by  a health  care  facility 
except  such  equipment  utilized  exclusively 
to  perform  diagnostic  laboratory  services 
in  a clinical  laboratory  which  is  inde- 
pendent  of  a physician's  office  and  a 
hospital  and  which  has  been  determined 
under  Title  XVIII  of  the  Social  Security 
Act  as  meeting  the  requirements  of  para- 
graphs (10)  and  (11)  of  section  1861(s) 
of  such  Act. 

ACLA  submits  that  adoption  of  this  amendment  will  pre- 
serve the  benefits  that  have  accrued  to  the.  system  from  the  com- 
petition exerted  by  the  independent  laboratory  and  will  in  no 

1/ 

way  undermine  the  goals  of  the  planning  program.  However,  should 
the  Committee  on  Labor  and  Human  Resources  determine  that  it  can- 
not exempt  independent  laboratories  from  §141,  it  should  consider 
amendment  to  §136  to  strike  the  words  "on  a regular  basis"  at 
lines  22  and  23  of  page  33  and  add  the  words  "primarily"  between 
"used"  and  "to"  at  line  22  of  page  33.  If  this  amendment  were 
adopted,  section  1523(d)(1)(B)  would  read  as  follows: 


1/  For  a detailed  discussion  of  these  benefits  and  the  fact 
that  an  exemption  will  not  injure  the  planning  system,  see 
"Statement  of  the  American  Clinical  Laboratory  Association 
on  S.  2410,  The  Health  Planning  Amendments  of  1978  (Feb- 
ruary 22,  1978)",  submitted  by  ACLA  on  S.  544's  predecessor. 
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The  State  Agency  finds,  within  thirty 
days  after  the  date  it  receives  a notice 
in  accordance  with  paragraph  (2)  with  re- 
spect to  such  acquisition,  that  the  equip- 
ment will  be  used  primarily  to  provide 
services  en  a *egtt4af  basis  for  inpatients 
of  a hospital. 

This  amendment  will  assure  that  an  independent  laboratory 
which  purchases  a piece  of  equipment  that  will  be  used  minimally 
but  regularly  to  provide  reference  testing  to  hospitals  and  which 
will  be  primarily  used  to  provide  testing  services  to  others  than 
inpatients  will  not  be  subjected  to  the  expensive,  time-consuming 
and  competition  lessening  process  of  certificate  of  need. 

AC LA  will  be  happy  to  provide  additional  information 
or  answer  questions  at  the  Committee's  pleasure. 
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^ ' AMERICAN  DENTAL.  ASSOCIATION 

WASHINGTON  OFFICE  • SUITE  1004  M 101-1 7TH  STREET.  N.W  • WASHINGTON,  D C.  20036  • PHONE  202/833-3036 


March  30,  1979 


The  Honorable  Edward  M.  Kennedy 
Chairman 

Subcommittee  on  Health  and  Scientific 
Research 

Committee  on  Human  Resources 

4230  Dirksen  Senate  Office  Building 

Washington,  D.  C.  20510 

Dear  Senator  Kennedy : 

I am  writing  on  behalf  of  the  American  Dental  Association  to  express 
our  views  on  S.  544,  the  Health  Planning  Amendments  of  1979,  S.  590, 
the  Clinical  Laboratory  Improvements  Act  and  certain  other  items 
which  are  before  your  Subcommittee.  I request  that  this  letter  be 
made  a part  of  the  record  of  hearings  held  by  your  Subcommittee  on 
these  bills. 

Health  Planning  Amendments 


Since  enactment  of  the  National  Health  Planning  and  Resources  Development 
Act  the  American  Dental  Association  has  attempted  to  participate  to  the 
fullest  extent  possible  in  its  development  and  implementation.  We  con- 
tinue this  effort  despite  the  restrictiveness  of  P.L.  93-641  with  regard 
to  representation  of  aid  participation  by  dentists  in  this  program. 

The  ADA  believes  strongly  that  health  planning  should  be  open  and  that 
every  group  in  the  community  with  expert  knowledge  and  deep  interest 
should  be  welcomed  within  the  process.  Unfortunately  this  presently  is 
not  the  case.  Currently  the  various  categories  of  health  professionals 
and  allied  health  personnel  must  compete  for  membership  on  the  Health 
Systems  Agencies,  the  Statewide  Health  Coordinating  Council,  and  the  Na- 
tional Planning  Council.  Certainly  the  dentists  of  each  community  can 
offer  worthwhile  assistance  with  respect  to  a segment  of  the  health  care 
delivery  system  that  on  a national  annual  basis  involves  over  100  million 
patients  and  $10  billion  in  expenditures. 
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We  note  that  Section  101(a)  of  S.  544  would  expand  the  membership  of  the 
National  Council  from  15  to  20  members  with  a stipulation  that  at  least 
8 of  these  members  be  consumers.  The  ADA  believes  that  in  addition  to 
this  requirement,  S.  544  also  should  include  a requirement  for  represen- 
tation of  at  least  one  practicing  dentist  on  the  Council. 

Section  113  of  the  bill  would  broaden  the  definition  of  health  care  pro- 
vider to  include  "non-professional  health  workers"  and  "other  providers 
of  health  and  mental  health  care."  The  ADA  believes  it  is  essential 
that  practicing  dentists  also  have  a voice  at  the  local  and  state  plan- 
ning levels  and  strongly  urges  that  Section  113  include  language  to 
accomplish  this  objective.  A guarantee  in  the  law  that  practicing  den- 
tists will  have  a voice  at  the  local,  state,  and  national  levels  is 
necessary.  We  strongly  urge  that  the  above  amendments  be  adopted. 

Section  105  (c)  would  require  the  assignment  of  at  least  one  Health  Systems 
Agency  staff  member  to  provide  assistance  to  consumer  members  of  HSA  gov- 
erning bodies.  We  support  this  concept  noting  that  it  is  most  important 
that  all  governing  body  members  have  a minimal  level  of  knowledge  and 
information  on  which  to  base  their  judgments.  However  we  would  caution 
that  all  HSA  members,  not  just  consumers,  will  have  special  needs  at  one 
time  or  another  for  information  and  assistance.  The  needs  of  these  mem- 
bers must  not  be  neglected. 

We  have  expressed  in  the  past  our  deep  concern  over  unjustified  Federal 
intervention  in  local  health  planning  activities.  We  have  opposed  and 
still  oppose  placing  unduly  broad  discretionary  powers  in  the  hands  of 
the  Secretary  of  Health,  Education,  and  Welfare  permitting  him  to  over- 
ride or  bypass  local  and  state  health  planning  agencies  and  units  of 
government . 

Federal  legislation  should  have  the  flexibility  to  allow  local  jurisdic- 
tions to  respond  to  their  own  unique  problems.  We  are  pleased  with  the 
provisions  in  Section  119  which  would  seem  to  permit  this  flexibility 
in  local  jurisdictions.  While  we  think  it  is  appropriate  and  necessary 
that  HSAs  justify  any  inconsistencies  between  their  health  systems  and 
annual  implementation  plans  and  the  national  guidelines , we  would  hope 
that  the  legislation  would  make  clear  that  the  required  'detailed  state- 
ment" not  be  burdensome  for  the  local  HSAs. 

There  has  been  considerable  discussion  over  the  need  for  and  extent  of 
possible  expansion  of  certificate  of  need  requirements.  The  provisions 
of  S.  544  with  regard  to  certificate  of  need  review  for  equipment  pur- 
chases are  an  improvement  over  the  provisions  considered  in  the  95th 
Congress.  While  the  Association  continues  to  oppose  general  provisions 
which  would  subject  private  dental  offices  to  certificate  of  need  re- 
quirements, there  is  logic  to  subjecting  purchases  of  major  medical 
equipment  which  is  to  be  used  in  the  diagnosis  or  treatment  of  hospital 
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inpatients  to  certificate  of  need.  A provision  such  as  that  in  S.  544 
addresses  what  is  perhaps  a current  gap  in  the  planning  law. 

We  would  point  out  however  that  if  "the  value  of  studies,  surveys,  de- 
signs, plans,  working  drawings,  specifications,  and  other  activities 
essential  to  the  acquisition  of  such  equipment"  are  indeed  included 
in  the  $150,000  standard  for  determining  whether  equipment  is  subject 
to  certificate  of  need  (as  is  stated  in  S.  544)  it  is  conceiveable  that 
the  purchase  of  relatively  inexpensive  pieces  of  equipment  will  then  be 
subject  to  HSA  approval.  While  expenditures  may  be  necessary  for  these 
various  preliminary  activities,  we  believe  that  the  thrust  of  this 
legislation  should  be  to  the  equipment  itself  and  that  the  $150,000 
threshhold  should  apply  strictly  to  the  cost  of  the  actual  equipment 
being  purchased. 

We  also  are  in  support  of  a modification  in  requirements  for  the  develop- 
ment of  Health  Systems  Plans.  In  order  to  allow  HSAs  to  implement  their 
plans  before  revisions  are  required,  such  revisions  should  be  every  three 
years  rather  than  annually  as  at  present. 

Clinical  Laboratory  Act 

The  Clinical  Laboratory  Improvement  Act  would  substantially  revise  federal 
laws  pertaining  to  the  regulation  of  clinical  laboratories  to  establish  a 
system  of  national  standards  which  must  be  complied  with  by  laboratories 
and  a requirement  that  all  laboratories  be  subject  to  inspection  by  the 
HEW  Secretary.  In  addition,  the  bill  would  provide  that  intrastate  as 
well  as  interstate  clinical  laboratories  be  subject  to  its  provisions. 

Before  making  some  specific  comments  with  regard  to  provisions  of  this 
bill,  I would  like  to  point  out  our  concern  with  the  broad  scope  of  this 
legislation.  Not  only  is  the  proposal  increasing  the  number  of  facili- 
ties which  will  be  subject  to  federal  law,  it  is  significantly  expanding 
the  role  of  the  federal  government  with  regard  to  these  facilities.  We 
suspect  that  the  burdens  which  would  be  imposed  on  the  Department  of  HEW 
as  well  as  on  those  clinical  laboratories  which  would  have  to  comply  with 
the  provisions  of  the  bill  may  outweigh  any  benefits  which  could  be  de- 
rived from  this  legislation.  Current  law  establishes  minimum  standards 
which  must  be  met  by  clinical  laboratories.  We  suggest  that  necessary 
improvements  be  made  in  existing  law  along  with  adequate  financial  sup- 
port to  implement  this  law  properly.  We  question  whether  the  extensive 
revisions  proposed  in  S.  590  are  necessary. 
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With  regard  to  specific  provisions  of  the  bill,  we  have  some  concerns 
with  the  definition  of  a laboratory  as  set  out  in  the  bill.  We  are 
concerned  with  the  scope  of  these  provisions  which  include  facilities 
for  the  collection,  processing,  and  transmission  of  specified  materials. 
Without  a further  clarification  as  to  the  type  of  facility  contemplated, 
we  believe  that  the  definition  could  include  individual  dental  offices, 
even  if  no  laboratory  exists  in  the  office,  in  that  dentists  can  pro- 
vide for  the  collection  and  transmission  of  such  materials.  We  recommend 
that  there  be  a clarification  of  the  purposes  of  this  part  of  the  defini- 
tion and  that  the  language  be  made  specific  as  it  relates  to  these  pur- 
poses in  order  to  assure  that  individual  offices  are  not  included  within 
the  scope  of  this  definition. 

The  bill  authorizes  the  Secretary  to  provide  exemptions  from  the  national 
standards  requirements  for  clinical  laboratories  located  in  the  offices 
of  and operated  by  licensed  physicians,  dentists,  podiatrists,  or  groups 
of  such  practitioners.  This  exemption  is  authorized  when  the  tests  or 
procedures  performed  in  such  laboratories  are  performed  by  the  practi- 
tioner in  connection  with  the  treatment  of  his  patients.  Exemptions 
also  are  authorized  for  laboratories  located  in  the  office  of  a licensed 
physician,  dentist,  podiatrist,  or  a group  of  not  more  than  five  such 
practitioners,  when  the  procedures  are  performed  by  laboratory  personnel 
other  than  the  practitioner.  In  order  to  be  eligible  for  this  exemption, 
applicants  would  have  to  provide  detailed  information  concerning  the 
qualifications  of  personnel  who  participate  in  the  conduct  of  tests  and 
procedures,  a specification  of  the  types  of  tests  and  procedures  con- 
ducted, the  type  of  proficiency  testing  participated  in  by  such  person- 
nel, and  a description  of  the  quality  control  programs  in  effect  in  the 
laboratory  for  which  the  application  is  submitted.  In  addition,  the 
bill  would  exempt  from  compliance  with  the  national  standards  any  lab- 
oratory which  participates  in  an  approved  proficiency  testing  program. 

As  we  have  mentioned  previously,  the  standards  proposed  by  this  bill  are 
extensive  and  could  provide  an  extreme  burden  on  individual  dentists  and 
other  health  care  providers  who  would  be  required  to  comply  with  them. 

The  provisions  in  the  bill  authorizing  exemptions  seem  to  us  to  be  quite 
vague.  First  the  bill  would  allow  the  granting  of  an  exemption  to  a lab- 
oratory in  which  the  physician,  dentist,  or  podiatrist  performs  the  ser- 
vices of  the  laboratory.  It  would  appear  to  us  that  this  possible  exemp- 
tion relates  to  a situation  which  in  practicality  does  not  exist,  i.e. 
the  provider  himself  performing  the  laboratory  tests. 

In  addition  exemptions  would  be  allowed  for  laboratories  located  in  a 
practitioner's  office  when  the  laboratory  procedures  are  performed  by 
laboratory  personnel  if  the  practice  includes  no  more  than  five  such  prac- 
tioners.  The  benefits  of  an  office  based  laboratory  are  considerable. 


328 


The  Honorable  Edward  M.  Kennedy 
Page  5 

March  30,  1979 

Such  laboratories  can  increase  provider  efficiency,  reduce  costs,  and 
add  to  patient  convenience.  These  benefits  would  occur  regardless  of 
whether  the  practitioner  or  his  personnel  perform  the  test  and  regard- 
less of  whether  the  patient  is  being  treated  by  a practitioner  in  a 
small  or  large  group.  The  limitation  of  this  possible  exemption  to 
groups  of  five  providers  or  less  is  not  appropriate  and  should  be  de- 
leted. 

The  discretionary  authority  given  to  the  Secretary  to  provide  exemptions 
for  office  based  laboratories  can  be  implemented  only  after  the  Secretary 
is  supplied  with  certain  information  relating  to  the  qualifications  and 
activities  of  laboratory  personnel.  There  is  no  indication  in  the  bill 
as  to  whether  the  information  obtained  through  this  procedure  is  to  be 
taken  into  account  by  the  Secretary  in  his  decision  as  to  whether  or 
not  an  exemption  will  be  allowed  and,  if  he  is  to  so  consider  this  mate- 
rial, there  is  no  indication  as  -to  what  conditions  may  exist  in  a lab- 
oratory which  would  enable  that  laboratory  to  merit  exemption. 

We  recommend  that  this  legislation  be  amended  to  mandate  that  all  lab- 
oratories which  are  located  within  the  offices  of  individual,  or  groups 
of,  dentists,  physicians,  or  podiatrists  be  exempt  from  the  requirements 
of  this  bill  so  long  as  the  activities  undertaken  within  that  laboratory 
are  for  the  patients  of  the  providers  involved.  Although  there  may  be 
some  benefit  in  obtaining  the  type  of  information  outlined  in  this  sec- 
tion with  regard  to  laboratory  personnel,  we  are  concerned  that  the  ex- 
tent of  information  required  could  seriously  hinder  the  willingness  and 
ability  of  individual  providers  to  continue  to  operate  beneficial  lab- 
oratories. We  urge  that  any  such  information  which  may  be  required  be 
as  limited  as  possible. 

Other  Legislation 

I also  would  like  to  comment  on  certain  provisions  of  S.  690,  the  Emer- 
gency Medical  Services  Systems  and  Health  Information  and  Promotion  Ex- 
tensions of  1979  which  was  developed  by  the  Administration. 

Section  4 of  this  bill  would  increase  the  authorization  for  project 
grants  for  preventive  health  services  under  Section  317  (j)  (4)  of  the 
Public  Health  Service  Act.  Under  this  subsection  grants  can  be  made  for 
preventive  health  services  programs  other  than  those  for  which  specific 
authorizations  are  established  under  the  law. 

It  is  under  the  authority  of  Section  317 (j) (4)  that  federal  funding  for 
fluoridation  activities  at  the  community  level  are  authorized.  As  you 
know  fluoridation  of  public  water  supplies  at  optimal  levels  is  one  of 
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the  most  effective  disease  prevention  measures  known  to  science.  More 
than  30  years  of  experience  has  demonstrated  that  water  fluoridation  is 
safe  and  economical  and  that  it  can  reduce  the  incidence  of  dental  car- 
ies by  as  much  as  65%. 

President  Carter  in  his  fiscal  year  1980  budget  has  requested  that  $6.2 
million  be  made  available  for  fluoridation  activities.  This  funding 
would  be  provided  through  subsection  317  (j)  (4).  However,  currently  the 
authorization  limit  under  that  subsection  is  $1  million  for  fiscal  year 
1980.  Section  4 of  S.  690  would  increase  this  authorization  level  to 
$5  million  for  fiscal  year  1980  and  the  sums  necessary  for  fiscal  years 
1981  and  1982.  The  dental  profession  strongly  urges  your  Subcommittee 
to  adopt  this  increased  authorization  level  for  support  of  a preventive 
health  activity  which  has  been  shown  to  save  over  $30  in  health  care  ex- 
penses for  each  dollar  expended. 

Section  6 of  S.  690  would  delete  a current  requirement  under  the  Health 
Professions  Educational  Assistance  Act  that  at  least  10%  of  amounts  ap- 
propriated for  residencies  in  family  medicine  and  the  general  practice 
of  dentistry  be  for  general  dentistry.  While  the  dental  profession  has 
maintained  a very  acceptable  balance  between  general  dentistry  and  spe- 
cialization the  support  which  can  be  provided  through  this  authority  of 
the  health  manpower  law  for  general  dentistry  residencies  can  have  a 
major  impact  on  future  directions  of  dental  residency  training. 

The  requirement  that  a specific  percentage  of  funds  appropriated  for  the 
general  residency  program  be  for  dental  residencies  was  added  as  part 
of  the  1976  amendments  to  the  health  manpower  laws.  The  Administration 
does  not  challenge  the  appropriateness  of  this  relatively  new  provision 
but  recommends  its  deletion  simply  on  the  premise  that  this  will  reduce 
federal  spending.  The  Congressional  decision  to  assure  a certain  allo- 
cation of  funds  for  general  dentistry  residency  programs  was  and  is  a 
sound  one.  The  Administration's  proposal  to  delete  this  requirement 
should  be  rejected. 

Thank  you  for  your  consideration  of  the  Association's  views  with  regard 
to  these  matters. 


Sincerely, 


WEA:cs 


William  E.  Allen,  D.D.S. 
Chairman 

Council  on  Legislation 
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NATIONAL  HEALTH  PLANNING  AND  RESOURCES  DEVELOPMENT  ACT 
OF  1974 


Amendment  Proposals 
March,  1979 

AMERICAN  HOSPITAL  ASSOCIATION 

The  following  outlines  the  policy  positions  regarding  the 
American  Hospital  Association  amendments  to  the  National  Health 
Planning  and  Resources  Development  Act  of  1974.  These  amend- 
ments reflect  hospital  concerns  for  the  implementation  of  this 
Act  and  for  achieving  an  orderly  planning  process  for  the  health 
care  industry. 

Each  amendment  issue  is  described  in  the  following  way:  First, 

there  is  the  policy  position  of  the  American  Hospital  Association. 
Second,  the  rationale  supporting  each  amendment  is  shown.  Third, 
in  most  cases  the  new  statutory  language  is  presented,  with  new 
language  in  italics  and  deletions  crossed  through. 
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I.  Clarification  of  the  Relationship  between  National  Guidelines 

and  Local  Planning 

A.  Policy  Position 

The  American  Hospital  Association  supports  amendment  of 
P.L.  93-641  to  make  it  clear  that  planning  activities  are  to  be 
conducted  primarily  at  the  local  level,  with  a minimum  of  interfer- 
ence from  statewide  and  federal  agencies. 

B.  rationale 

In  the  preamble  to  proposed  National  Health  Planning  Guide- 
lines issued  September  23,  1977,  the  Department  of  Health,  Education 
and  Welfare  asserted  its  view  that  the  national  guidelines  specified 
by  Section  1501  of  P.L.  93-641  were  required  to  be  included  as 
minimum  goals  and  standards  in  local  health  systems  plans  (HSPs) , 
annual  implementation  plans  (AIPs)  and  statewide  health  plans  as 
well  as  in  state  medical  facilities  plans.  This  was  an  effort  to 
impose  "top  down"  planning  instead  of  "bottom  up"  planning  which 
we  believe  was  clearly  intended  by  Congress  in  passing  the  statute. 
Mandatory  guidelines  are  a contradiction  in  terms  which  would  ham- 
string health  systems  agencies  in  their  planning  efforts  and  would 
give  preeminence  to  the  role  of  federal  planning.  Such  a result 
is  contrary  to  the  express  requirement  of  the  statute  that  health 
planning  must  be  "responsive  to  the  unique  needs  and  resources 
of  the  [health  service]  area."  [Section  1513(b)(2)(B).] 

To  reinforce  the  balance  between  local  and  national 
authority  which  was  struck  by  the  original  enactment,  AHA  proposes 
an  amendment  which  will  make  it  clear  that  although  the  national 
guidelines  must  be  taken  into  consideration  by  HSAs,  they  are  not 
to  be  considered  as  inflexible,  mandatory  parts  of  the  local  plan- 
ning process. 

C.  Legislative  Language 

During  the  95th  Congress,  House  Bill  11488,  as  reported, 
and  Senate  Bill  2410,  as  passed,  both  contained  an  amendment  to 
remove  the  statutory  requirement  that  areawide  and  state  plans 
be  "consistent  with"  the  national  guidelines.  The  language  of 
the  House  Bill  is  set  forth  below. 

FUNCTIONS  OF  HEALTH  SYSTEMS  AGENCIES 
Section  1513(b)(2) 

" (C)  which  take  into  account  and-is-eenaistent-wifch  the  national 
guidelines  for  health  planning  policy  issued  by  the  Secretary 
under  Section  1501  respecting  supply,  distribution,  and  organiza- 
tion of  health  resources  and  services. 
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(5)  The  Agency  shall  make  its  HSP  available  to  the  State  health 
'planning  and  development  agency  of  each  state  in  which  the  health 
service  area  of  the  health  systems  agency  is  located  for  inclusion 
in  the  preliminary  State  health  plan  to  be  prepared  under  Section 
1523(a)(2)  and , if  the  goals  contained  in  the  HSP  are  not  consis- 
tent with  guidelines  issued  by  the  Secretary  under  Section  1501 3 
it  shall  provide  the  State  Agency  with  a detailed  statement  of 
the  reasons  for  the  inconsistency  between  such  goals  and  guidelines . 
When  making  such  HSP  available  to  the  Statewide  Health  Coordin- 
ating Council  under  Section  1524(c)(2)(A) , the  agency  shall  also 
report  such  statement  to  such  Council 
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II.  Coverage  of  Certificate  of  Need 

A.  Policy  Position 

The  American  Hospital  Association  supports  an  amendment 
to  modify  mandatory  coverage  of  state  certificate  of  need  laws 
by  (i)  including  all  comparable  facilities,  expenditures  and 
services  regardless  of  ownership  or  location,  (ii)  eliminating 
coverage  of  predevelopment  activities,  and  (iii)  clarifying 
the  definition  of  new  institutional  health  services. 

B.  Rationale 

(1)  Major  Medical  Equipment  Coverage.  The  facilities 
and  programs  subject  to  review  by  health  systems  agencies  and 
approved  by  state  certificate  of  need  (CON)  agencies  should  in- 
clude all  comparable  facilities  and  services  irrespective  of 
ownership  or  location.  Only  through  coverage  of  all  comparable 
services  and  equipment,  without  arbitrary  exemptions,  can  the 
goals  of  the  legislation  for  comprehensive  health  planning  be 
realized. 


Of  particular  import  is  the  extension  of  mandatory 
coverage  of  state  CON  legislation  to  major  medical  equipment 
purchased  by  physicians  or  other  non- institutional  providers. 
Without  such  comprehensive  coverage,  responsible  institutions 
are  concerned  that  their  efforts  to  develop  programs  of  shared 
services  for  this  technology  would  be  thwarted  by  uncontrolled 
competition  from  their  own  medical  staffs  as  well  as  from 
physicians  affiliated  with  other  hospitals  or  those  without 
staff  appointments  in  the  immediate  service  area.  Unregulated 
competitors  could  divert  utilization  from  approved  projects  and 
equipment  pushing  regulated  competitors  below  the  economic 
breakeven  point. 


A provision  mandating  inclusion  of  such  equipment 
in  CON  legislation  was  passed  by  the  Senate  during  the  95th  Con- 
gress and  similar  legislative  language  is  suggested  below. 

(2)  Predevelopment  Activities.  It  is  clearly  in  the 
public  interest  for  hospitals  and  other  health  care  institutions 
to  plan  cautiously  and  methodically  for  the  development  of  any 
expansion  of  their  services  and  facilities,  exploring  in  some 
detail  all  possible  alternative  sources  and  uses  of  funds  and 
resources.  Such  exploration  can  be  expensive,  although  few 
would  deny  its  cost  effectiveness.  Often,  sound  concern  for  the 
future,  including  cost  containment  concerns,  virtually  requires 
purchase  of  adjacent  properties,  whenever  they  come  on  the  market, 
even  though  no  specific  use  has  been  determined  for  them.  These 
activities  should  not  be  subject  to  CON  requirements  because  of 
the  delay  and  notoriety  involved,  which  could  frustrate  their 
purposes. 
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II.  Coverage  of  Certificate  of  Need  (cont'd) 


Exercising  the  option  available  under  Section 
1523(a) (4) (A),  several  states  have  elected  to  require  prior 
approval  of  predevelopment  activities,  including  site  acqui- 
sitions, architectural  studies,  market  research  and  feasibil- 
ity reports.  This  requirement  often  adds  an  extra,  expensive 
step  to  the  CON  process — in  effect,  a permit  to  apply  for  a 
permit.  It  also  tends  to  stultify  innovation  by  institutions, 
since  all  information  and  ideas  become  public  property  when 
submitted  to  the  HSA. 

(3)  Replacement  and  Modernization.  A substantial 
proportion  of  capital  expenditures  by  hospitals  is  made  to 
replace  existing  facilities  and  equipment  because  of  deprecia- 
tion or  obsolescence.  Obviously,  in  making  such  a purchase, 
the  most  improved  version  of  such  equipment  should  usually  be 
purchased  in  order  to  obtain  highest  value.  In  some  instances, 
state  or  area  agencies  have  insisted  on  reviewing  even  expendi- 
tures of  less  than  the  statistical  CON  threshhold  because  the 
latest  model  of  the  equipment  will  perform  more  functions  than 
the  old  one  being  replaced.  The  justification  is  that  the 
additional  functions  constitute  a "new  service."  Again,  such 
an  interpretation  of  the  statutory  language  is  expensive  to 
both  institutions  and  agencies  and  tends  to  hinder  efforts  to 
improve  the  quality  and,  often,  the  cost  effectiveness  of 
health  care  services.  An  amendment  is  suggested  to  correct 
this  problem. 

C.  Legislative  Language 

The  following  is  proposed  legislative  language  to 
amend  the  National  Health  Planning  and  Resources  Development 
Act  in  accord  with  the  above  policy; 

STATE  HEALTH  PLANNING  AND  DEVELOPMENT  FUNCTIONS 

"SEC.  1523.  (a)  Each  State  Agency  of  a State  designated 

under  section  1521(b)(3)  shall,  except  as  authorized  under  sub- 
section (b) , perform  within  the  State  the  following  functions; 


" (4) (A)  Serve  as  the  designated  planning  agency  of  the 
State  for  the  purposes  of  section  1122  of  the  Social  Security 
Act  if  the  State  has  made  an  agreement  pursuant  to  such  section, 
and  (B)  administer  a State  certificate  of  need  program  which 
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II.  Coverage  of  Certificate  of  Need  (cont'd) 


a pplies  to  new  institutional  health  services  proposed  to  be 
offered  or  developed  within  the  State  and  which  is  satisfactory 
to  the  Secretary.  Such  program  shall  provide  for  review  and 
determination  of  need  prior  to  the  time  such  services,  facili- 
ties, and  organizations  are  offered  or  developed  ©a-aufeateanfeiai 
eJtpeftditujrea-affe-ttRdesrtaken-in-pseparatieft-der-aaeh-odfesing 
er-deveiepmeat , and  provide  that  only  those  services,  facilities, 
and  organizations  found  to  be  needed  shall  be  offered  or  develop- 
ed in  the  State.  In  performing  its  functions  under  this  paragraph 
the  State  Agency  shall  consider  recommendations  made  by  health 
systems  agencies  under  section  1513(f)." 


"(a)  The  State  Program  shall  not  include  any  provision 
for  the  review  of  expenditures  by  or  on  behalf  of  a health  care 
facility  or  health  maintenance  organization  made  in  preparation 
for  the  offering  or  development  of  a new  institutional  health 
service  or  any  arrangement  or  commitment  made  for  financing  the 
offering  or  development  of  the  new  institutional  health  service.  n 

DEFINITIONS 
Section  1531 
* * * 

"(5) (A)  The  term  'institutional  health  services’  means  Ci) 
the  health  services  provided  by  or  through  health  care  facilities 
and  health  maintenance  organizations  -(aa-aaeh-faeiiiteiea-eRd 
©sfganiaati©ns-a©e-de€iRed-i»-ffeg«4ati©na-preaeribed-undes-aeeti©n 
iiaS-©d-the-S©eia4-Seeasrifey-Aet)—  and-ineiadea-the-entitiea 
fehreagh-whieh-aueh-aervieea-ase-paovided,  as  defined  in  regula- 
tions of  the  Secretary , irrespective  of  ownership  or  location, 
if  such  services  entail  annual  operating  costs  of  $150,000  or 
more ; and  (ii)  diagnostic  or  therapeutic  equipment,  irrespective 
of  ownership  or  location,  acquired  through  purchase,  rental, 
lease,  or  gift,  valued  at  the  time  of  acquisition  in  excess  of 
$ 150,000 , used  in  the  delivery  of  health  care  services  by  ' any 
person,  institution,  or  other  entity. 

"(B)  In  determining  whether  diagnostic  or  therapeutic 
equipment  has  a value  in  excess  of  $150,000  for  purposes  of 
subparagraph  (A),  the  value  of  studies , surveys,  designs,  plans, 
working  drawing s , specifications , and  other  activities  essential 
to  the  acquisition  of  such  equipment  shall  be  included. 
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II.  Coverage  of  Certificate  of  Need  (cont'd) 


(C)  An  institutional  health  service  shall  not  he 
deemed  to  he  "new"  if  it  represents  only  a technological  or 
scientific  improvement  of  an  institutional  health  service 
already  being  offered  by  the  same  person , facility  or  organiza- 
tion. " 


338 


III.  Institutional  Representation  on  Planning  Agencies,  Boards  and 
Councils 


A.  Policy  Position 

The  American  Hospital  Association  supports  amendments 
to  ensure  hospital  representation  on  planning  agency  boards  and 
councils  at  all  levels  and  to  increase  the  proportion  of  direct 
providers  of  health  care  involved  in  the  planning  process. 

B.  Rationale 


Useful  health  care  planning  requires  cooperation  among 
all  affected  components  of  the  community,  including  consumers, 
government,  physicians,  institutions,  and  other  providers.  Hos- 
pitals are  a particularly  complex  component  of  the  health  care 
system,  in  which  many  apparently  diverse  interests  must  be  recon- 
ciled. Hospital  administrators  must  consider  the  needs  and  in- 
terests of  the  institution's  medical  staff,  its  nurses,  its  tech- 
nicians and  other  practitioners,  its  non-professional  employees 
and,  above  all,  its  patients.  Consequently,  the  hospital  admin- 
istrator's knowledge  and  experience  is  invaluable  at  all  levels 
of  planning — local,  state  and  federal — and  the  expanded  use  of 
this  expertise  in  the  planning  process  would  improve  the  accept- 
ability of  planning  and  review  decisions. 

The  principal  impact  of  the  statute  is  upon  providers 
of  major  institutional  services — for  the  most  part,  upon  hospitals. 
However,  as  it  is  now  written,  there  is  no  provision  to  ensure 
any  representation  of  hospital  administration  at  all  levels  of 
the  planning  structure.  An  agency  board  devoid  of  such  represen- 
tation might  fail  to  consider  important  issues  in  discharging 
its  planning  and  review  functions,  with  the  risk  of  turning  the 
entire  process  into  a confrontation  between  adversaries,  instead 
of  a cooperative  effort  to  solve  community  problems.  Consequently, 
provisions  must  be  included  in  the  act  to  provide  specifically  for 
the  participation  of  hospital  representatives. 


AHA's  proposed  legislation  provides  that  on  the  local 
level  at  least  one-half  of  the  providers  shall  be  direct  providers 
and  that  at  least  one  of  them  shall  be  a representative  of  hos- 
pital administration.  On  the  state  level,  the  proposed  amend- 
ment would  increase  the  proportion  of  direct  providers  of  health 
care  on  the  Statewide  Health  Coordinating  Council  (SHCC)  from 
one-third  to  one-half  of  all  provider  representatives.  The  pro- 
posed amendment  would  also  serve  to  ensure  that  at  least  one  of 
the  provider  representatives  shall  be  a representative  of  hos- 
pital administration. 
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III.  Institutional  Representation  on  Planning  Agencies,  Boards 
and  Councils  (cont'd) 


On  the  national  level,  the  proposed  amendment  would 
result  in  an  increase  in  the  number  of  members  on  the  National 
Council.  The  need  for  the  increase  results  from  the  inclusion 
of  the  Assistant  Secretary  for  Rural  Development  of  the  Depart- 
ment of  Agriculture  as  an  ex  officio  member  and  the  addition  of 
two  consumer  members , including  members  of  urban  and  rural  medi- 
cally underserved  populations;  both  provisions  were  included  in 
Senate  Bill  2410  during  the  95th  Congress.  In  order  to  provide 
for  a proper  balance  between  consumers  and  providers,  our  proposed 
amendment  also  provides  for  an  increase  in  the  number  of  provider 
members  on  the  Council. 

The  specific  inclusion  of  a hospital  representative  on 
the  National  Council  is  a concept  which  has  been  supported  by 
the  Senate  during  debate  and  which  must  be  ensured  by  specific 
provision  in  the  Planning  Act.  The  other  objectives  of  the  poli- 
cies stated  above  were  supported  by  amendments  included  in  HR 
11488. 


C.  Legislative  Language 

The  following  legislative  language  would  accomplish 
the  policy  objectives  set  forth  above,  by  modifying  some  features 
of  both  bills  which  were  introduced  in  the  95th  Congress. 

COMPOSITION  OF  NATIONAL  COUNCIL  ON  HEALTH 
PLANNING  AND  DEVELOPMENT 

Section  1503(b) (1) 

"(b)(1)  The  Council  shall  be  composed  of  fifteen  not  less 
than  eighteen  and  not  more  than  twenty  members.  The  Chief 
Medical  Director  of  the  Veterans'  Administration,  the  Assistant 
Secretary  for  Health  and  Environment  of  the  Department  of  Defense, 
the  Assistant  Secretary  for  Rural  Development  of  the  Department 
of  Agriculture 3 and  the  Assistant  Secretary  for  Health  of  the 
Department  of  Health,  Education  and  Welfare  shall  be  non-voting 
ex  officio  members  of  the  Council.  The  remaining  members  shall 
be  persons  who,  as  a result  of  their  training,  experience,  or 
attainments,  are  exceptionally  well  qualified  to  assist  in 
carrying  out  the  functions  of  the  Council.  Of  the  voting  members, 
not  less  than  five  seven  shall  be  persons  who  are  not  providers 
of  health  services  including  individuals  who  are  members  of 
urban  and  rural  medically  underserved  populations ; not  less 
than  seven  shall  be  persons  who  are  representatives  of  each 
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III.  Institutional  Representation  on  Planning  Agencies,  Boards 
and  Councils  (cont'd) 


of  the  classifications  of  providers  enumerated  in  section 
1512(b) (3) (C) (ii)  at  least  one  of  whom  shall  be  a person  en- 
gaged in  the  administration  of  a hospital , not  more  than  three 
shall  be  officers  or  employees  of  the  Federal  Government,  not 
less  than  three  shall  be  members  of  governing  bodies  of  health 
systems  agencies  designated  under  part  B,  and  not  less  than 
three  shall  be  members  of  Statewide  Health  Coordinating  Councils 
under  section  1524.  The  two  major  political  parties  shall  have 
equal  representation  among  voting  members  on  the  Council." 

COMPOSITION  OF  STATEWIDE  HEALTH  COORDINATING  COUNCILS 
Section  1524(b) (1) (C) 

" (C)  Not  less  than  ene-thied  one-half  of  the  providers  of  health 
care  who  are  members  of  a SHCC  shall  be  direct  providers  of  health 
care  (as  described  in  section  1531(3).  Members  of  a SECC  who  are 
providers  of  health  care  shall  include  at  least  one  representative 
of  each  of  the  classifications  of  providers  enumerated  in  section 
1512(B) (3) (C) (ii)  at  least  one  of  whom  shall  be  a person  engaged 
in  the  administration  of  a hospital . " 

COMPOSITION  OF  HSA  BOARDS 

Section  1512(B) (3) (C) (ii) 

"(ii)  The  remainder  of  the  members  shall  be  residents  of  or  have 
their  principal  place  of  business  in,  the  health  service  area 
served  by  the  agency  who  are  providers  of  health  care  and  who 
represent  (I)  physicians  (particularly  practicing  physicians) , 
dentists,  nurses,  optometrists,  and  other  health  professionals, 

— heaith-eare-inatitatiena — (partieaiasiy-heapitala7-4eng 
fee!?m-eare-faei4itie37-substanee-efeBse-treatment-f aeiiifeiea-and 
heaith-main*enanee-ei?ganiaaiiens7--(i5i4 — heaith-eare-inaarejfa , 

— heaith-predeaaienai-seheeia-end— (V4- the-aiiied-heaiih 
professions.  (II)  hospitals  and  other  health  care  institutions 
(such  as  facilities  for  long-term  care  and  health  maintenance 
organizations ) , (III)  if  the  health  service  area  contains  one 
or  more  accredited  schools  of  medicine , the  dean  of  at  least  one 
such  school,  (IV)  health  professional  schools  (other  than  schools 
of  medicine  if  such  schools  are  represented  pursuant  to  subclause 
(III),  (V)  the  allied  health  professions , (VI)  health  care  in- 
surers and  (VII)  other  providers  of  health  care  as  defined  in 
section  1531(3).  Not  less  than  one-third  one-half  of  the  pro- 
viders of  health  care  who  are  members  of  the  governing  body  or 
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III.  Institutional  Representation  on  Planning  Agencies,  Boards 
and  Councils  (cont'd) 


executive  ccimittee  of  a health  systems  agency  shall  be  direct 
providers  of  health  care  (as  described  in  section  1531(3)  ana 
of  such  direct  providers  of  health  care 3 at  least  one  shall  he 
a person  engaged  in  the  administration  of  a hospital . 
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IV.  Due  Process  Requirements  for  Reviews 
A.  Policy  Position 

The  American  Hospital  Association  supports  amendments 
to  P.L.  93-641  which  would  ensure  providers  the  protection  of 
due  process  procedures  during  the  course  of  all  reviews  conducted 
under  the  Act,  especially  those  which  are  regulatory  or  quasi- 
judicial. 


B.  Rationale 


Congress  should  specifically  require  procedures  which  ensure 
due  process  of  law  for  providers  in  the  mandatory  certificate  of 
need  legislation,  to  protect  important  legal  and  economic  rights 
and  to  provide  a sense  of  orderliness  and  fairness  which  is  often 
absent  from  the  present  system,  both  in  project  review  and  plan- 
ning. At  a minimum,  the  following  requirements  are  suggested: 

1.  Notice  to  affected  persons  of  the  beginning  of 
all  reviews; 

2.  Comparative  hearings  on  competing  projects 
("batch  processing"); 

3.  Public  discussion  and  debate  at  the  HSA  level; 

4.  A formal  hearing  prior  to  the  SHPDA  decision; 

5.  Opportunity  for  all  affected  persons  to  appear 
and  present  evidence  and  oral  or  written  argu- 
ments and  to  be  represented  by  counsel; 

6.  Opportunity  for  parties  to  cross-examine  wit- 
nesses on  all  factual  and  statistical  matters 
on  which  a decision  might  be  based; 

7.  Elimination  of  the  "pocket  veto"; 

8.  Provision  for  an  administrative  appeal  to  an 
independent  hearing  officer  or  agency; 

9.  Judicial  review  upon  appeal  by  any  party  directly 
and  substantially  adversely  affected  by  the  final 
administrative  decision,  with  the  scope  of  review 
being  at  least  the  same  as  that  under  the  federal 
Administrative  Procedures  Act. 

Most  of  these  procedural  requirements  were  contained  in  either  or 
both  of  the  amendment  bills  considered  in  1978.  Although  the  con- 
cepts are  present  in  many  other  programs,  where  they  have  gener- 
ally been  required  by  the  Constitution  or  by  legislation,  some 
are  relatively  unfamiliar  in  the  health  planning  context.  However, 
the  introduction  of  power  to  enforce  severe  penalties  for  non- 
compliance  with  CON  decisions  requires  that  orderly,  fair  and  res- 
ponsible procedures  be  followed  in  arriving  at  such  decisions. 
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IV.  Due  Process  Requirements  for  Reviews  (cont'd) 


Although  all  the  above  due  process  requirements  are  generally 
recognized  as  minimum  standards,  their  specific  application  as 
requirements  of  state  certificate  of  need  programs  merits  dis- 
cussion. 


1.  Notice . The  requirement  that  notice  be  given  of 
the  beginning  of  any  review  cycle  is  quite  important.  It  provides 
a fixed  starting  point  for  the  review  cycle  and  an  alert  to  all 
interested  parties  who  might  wish  to  develop  and  present  positions 
on  specific  projects,  on  "batched"  applications,  or  on  areawide 
appropriateness  reviews  of  specific  institutional  health  services. 

2.  Batch  Processing.  Each  HSA  should  be  permitted 
to  establish  timetables  for  submission  of  applications  related  to 
specific  services  offered  or  to  be  offered  within  its  area.  This 
will  enable  the  HSA  to  make  comparisons  among  institutions  and  to 
pass  upon  projects  with  better  information  concerning  their  inter- 
relationships. It  is  imperative  that  HSAs  be  adequately  funded 
and  staffed  before  they  undertake  this  additional  responsibility. 

3.  HSA  Hearing.  More  specific  provisions  for  public 
hearings  for  project  reviews  at  state  or  local  levels  would  allow 
for  significant  input  by  all  interested  parties  into  the  certifi- 
cate of  need  decision  process  while  still  providing  each  applicant 
with  consistent  due  process  procedures.  However,  in  general, 
there  is  little  advantage  in  requiring  that  a hearing  be  held  by 
an  agency  after  that  agency  has  rendered  its  decision.  To  justify 
the  time  and  expense  involved,  the  hearing  should  precede  the 
decision,  with  post-decision  activities  being  conducted  on  an 
appellate  basis. 


Although  section  1532(8)  of  the  statute  requires 
public  hearings  during  the  course  of  project  reviews  and  appro- 
priateness reviews,  it  is  vague  as  to  the  stage  of  the  proceedings 
at  which  such  hearings  shall  take  place.  There  is  a requirement 
for  public  hearings  "for  good  cause  shown"  after  HSA  and  State 
Agency  decisions  but,  again,  the  timing  and  location  are  not  speci- 
fied. We  suggest  that  it  would  be  appropriate  to  provide  for  one 
public  forum  (not  a formal  hearing)  at  the  local  level,  at  which 
all  interested  persons  would  have  the  opportunity  to  make  state- 
ments or  present  evidence  with  respect  to  the  application  or  other 
review.  To  provide  the  maximum  opportunity  for  such  participa- 
tion, such  a hearing  should  be  well  publicized,  informal  in  nature 
and  conducted  in  the  local  community.  A summary,  although  not 
necessarily  a verbatim  transcript,  should  be  made,  which  should 
become  part  of  the  record  of  the  total  review  process,  and  form 
part  of  the  basis  for  the  recommendations  of  the  HSA  and  the 
decisions  of  the  State  Agency. 
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IV.  Due  Process  Requirements  for  Reviews  (cont'd) 


4 . State  Agency  Hearing.  Following  the  public  meet- 
ing at  the  local  level,  there  should  be  an  opportunity  for 
either  the  applicant  or  HSA  to  request  a formal  hearing  to  be 
conducted  by  the  State  Agency  prior  to  its  decision.  At  this 
time,  both  parties  should  be  permitted  to  introduce  new  evidence, 
and  present  arguments  and  discussions  which  were  not  previously 
made  at  the  original  public  meeting.  The  decision  of  the  State 
Agency  should  then  be  subject  to  an  administrative  appeal  or 
judicial  review,  or  both,  in  accordance  with  laws  applicable  to 
other  agencies. 

5 . Opportunity  to  appear  and  present  evidence.  The 
right  of  a project's  sponsor,  or  an  institution  whose  services 
are  being  reviewed  to  participate  in  the  public  KSA  meeting  des- 
cribed above  is  beyond  doubt.  However,  some  HSAs  have  refused 
to  allow  sponsors  to  present  any  evidence  at  their  full  Board 
meetings  and  have  confined  sponsors'  statements  to  unreasonably 
short  time  allotments,  e.g.,  five  or  ten  minutes  to  describe  a 
multimillion  dollar  project  affecting  many  different  departments. 

In  the  absence  of  a presentation  at  the  HSA  Board  level,  it  is 
doubtful  that  all  HSA  Board  members  will  fully  understand  the 
issues  they  will  vote  to  decide,  since  not  all  will  have  read  or 
comprehended  the  often  voluminous  written  material  presented  to 
them. 

Present  law  permits  severe  restrictions  on  a hos- 
pital's ability  to  appear  and  present  its  position  to  the  SHPDA. 

The  proposed  regulation  discusses  only  the  submission  of  such 
information  as  the  SHPDA  requests  and  provides  only  for  a hearing 
upon  a showing  of  good  cause. 

The  right  to  appear  and  present  evidence  is  fun- 
damental and  should  be  guaranteed  by  the  statute.  The  issues 
involved  in  institutional  health  service  reviews  and  the  proce- 
dures and  processes  by  which  they  are  decided  frequently  require 
the  assistance  of  trained  legal  counsel  at  the  hearings,  and 
this  should  also  be  guaranteed  by  the  statute. 

6.  Opportunity  to  cross-examine  on  factual  matters. 

The  right  to  cross-examine  witnesses  testifying  to  factual  matters 
has  been  termed  the  most  essential  element  of  due  process,  for 
cross-examination  is  the  best  available  test  of  truth  and  accuracy. 
Although  cross-examination  is  not  essential  to  test  a conclusory 
expression  of  support  or  opposition,  it  is  vital  where  facts  on 
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which  a decision  might  be  based  are  placed  before  the  decision 
making  body.  Whether  those  alleged  facts  are  contained  in  docu- 
ments or  are  submitted  orally,  their  accuracy  should  be  subject 
to  cross-examination  and  analysis.  This  right  can  be  exercised 
most  effectively  by  trained  legal  counsel,  to  which  all  parti- 
cipants should  be  entitled. 

7.  Elimination  of  "pocket  veto."  Due  process 
should  ensure  elimination  of  the  effect  of  section  123.407(a) (15) 
of  the  CON  regulations  which  mandates  a "pocket  veto"  by  requir- 
ing state  laws  to  provide  that  "if  the  state  agency  does  not 
make  a decision  regarding  a proposed  institution  of  health  ser- 
vice within  a period  of  time  specified  for  state  agency  review, 
the  proposal  shall  be  deemed  to  have  been  found  not  needed." 

This  mandates  a startling  inconsistency  between  section  1122 
procedures  and  those  required  for  state  CON  laws.  Thus,  a project 
might  be  deemed  to  be  approved  for  federal  reimbursement  but  be 
deemed  to  be  disapproved  under  state  law.  Grave  uncertainty 
would  result  from  this  situation. 

Serious  discredit  could  be  brought  to  the  planning 
process  by  continued  use  of  the  "pocket  veto."  It  encourages 
unnecessary  delay  and  secrecy  and  can  substantially  handicap  both 
public  and  provider  understanding  of  the  reasons  behind  agency 
actions.  In  the  present  inflationary  Environment,  every  month 
of  delay  in  reaching  decisions  on  proposed  projects  adds  percep- 
tibly to  the  cost  of  such  projects.  Federal  policy  should  en- 
courage prompt  action  and  openness  in  the  planning  process. 

Senate  Report  No.  95-845  accompanying  S2410  was 
highly  critical  of  the  "pocket  veto"  provision  of  the  regulations 
promulgated  attendant  to  P.L.  93-641  and  found  it  "the  very 
antithesis  of  due  process."  Further,  the  Report  said  "...  any 
State  Agency  which  holds  itself  out  as  capable  of  administering 
a State  certificate  of  need  program  should  be  competent  to  review 
the  required  application  in  a timely  and  efficient  manner  ..." 
Similarly,  House  Report  95-1105,  accompanying  HR  11488,  severely 
criticized  the  practice  known  as  "pocket  veto."  The  proposed 
legislation  language  set  forth  below  in  section  C would  ensure 
that  pocket  vetos  could  not  occur  under  any  circumstances. 

8.  Administrative  Appeal.  An  administrative  appeal 
should  be  required  of  State  Agency  decisions  to  the  same  extent 
that  such  appeals  are  provided  by  state  law  from  decisions  of 
other  state  officers,  departments  and  agencies.  A state  which 
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has  set  up  the  mechanism  for  such  appeals  should  be  required 
by  federal  law  to  use  it  in  this  area. 

9.  Judicial  Review.  The  1978  Senate  Bill  specifi- 
cally required  the  availability  of  judicial  review  of  CON  deci- 
sions. This  is  very  desirable  and  is  strongly  supported  by  AHA. 
The  group  who  may  institute  an  appeal  should  be  limited  to  those 
"directly  and  substantially  adversely  affected"  by  the  decision. 
This  would  help  to  keep  the  whole  system  from  bogging  down  in 
court  reviews. 


However,  S2410  severely  restricted  the  scope  of 
review  by  the  court  of  the  agency's  decision,  requiring  that  the 
decision  be  affirmed  "unless  it  is  arbitrary  and  capricious,  or 
was  not  made  in  accordance  with  applicable  law."  This  is 
narrower  than  the  review  available  of  decisions  of  federal  agen- 
cies under  the  federal  Administrative  Procedure  Act,  or  or  de- 
cisions of  the  administrative  agencies  of  most  states.  No 
reason  is  given  for  the  elevation  of  SHPDA  decisions  to  such 
super  status,  nor  does  experience  disclose  any  reason.  It  is 
recommended  that  the  scope  of  judicial  review  of  SHPDA  decisions 
be  broadened  to  be  (i)  the  same  as  that  generally  available  with 
respect  to  other  administrative  agencies  of  the  state,  or  (ii) 
in  the  alternative,  that  available  with  respect  to  the  decisions 
of  federal  agencies. 

C.  Legislative  Language. 

The  following  legislative  changes  are  proposed. 

HEARINGS  AND  PROCEDURES 

Sections  1522(b),  1532(a)  and  1532(b) 

"State  Administrative  Program 

"Section  1522(b).  The  State  Program  of  a State  must  — 

" (13)  psevide-fchafe-i£— fehe-Stafee-Ageney-makes-a-deeisien-in-the 
perfernanee-of-a-fanetien-ttnder-paragraph — (64- — (d-J-y — (5-)---or — (64 
©£-Seefe±en-15334a) — er-under-tifeie-XVl-whieh-ia-ineonsistenfe-wifeh 
a-reeemmendafeien-made-ander-Subaeefeien— (f4y~(g4y-er— (h4-©£ 

Seefeion-lSiS-by-a-health-ayatema-ageney-wifeh-fehe-State 
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"■{A}- — sueh-deeisien— fand-fehe-reeerd-upen-whieh-ife-was 
I made>- sheilr-ttpau-requesfc-ef-the-health-systema-ageneyv-be 
reviewed--under-en-eppeal3-meehanisn-eonsistent-wifch-Stafce 
iaw-gevernir.g-the-praefciees-and-precedures-ed-administrative 
I,  ageReiesr-fcy-ari-ageRey-af-fche-Sfcafee-i (ether— fchan-the-Sfeate 
heaith-pienRing-aRd-eeveiopment-ageney)— designated-by-the 
6evernor7-and 

"-(E)- — the-deeisieR-ef-the-reviewing-ageney-shaii-fer 
purpeses-ef-this-feitie-aRd-title^KVI-be-eensidered-the-deei- 
sieR-ed-the-State-heeith-pieRRing-eRd-development-ageRey . " 

PROCEDURES  AND  CRITERIA  FOR  REVIEW 
OF  HEALTH  SYSTEMS 

Section  1532 

" (a)  In  conducting  reviews  pursuant  to  subsections  -(ef? 

-and- -(-g-) (e)  , (f ) , (g)  , and  (h)  of-section  1513  or  in  con- 
ducting any  other  reviews  of  proposed  or  existing  health  ser- 
vices, each  health  systems  agency  shall  (except  to  the  extent 
approved  by  the  Secretary)  follow  procedures,  and  apply  criteria, 
developed  and  published  by  the  agency  in  accordance  with  regu- 
lations of  the  Secretary;  and  in  performing  its  review  functions 
under  section  1523,  a State  Agency  shall  (except  to  the  extent 
approved  by  the  Secretary)  follow  procedures  and  apply  criteria, 
developed  and  published  by  the  State  Agency  in  accordance  with 
regulations  of  the  Secretary.  Procedures  and  criteria  for  re- 
views by  health  systems  agencies  and  State  Agencies  may  vary 
according  to  the  purpose  for  which  a particular  review  is  being 
conducted  or  the  type  of  health  services  being  reviewed.  Pro- 
cedures and  criteria  for  reviews  by  health  systems  agencies 
pursuant  to  section  1512(f)  c.nd  reviews  by  State  Agencies  pur- 
suant to  paragraphs  (4)  and  (5)  of  section  1522(a)  must  provide 
that  applications  be  submitted  in  accordance  with  timetables 
established  by  such  agencies ; that  such  reviews  be  undertaken 
in  a timely  fashion;  and  that  completed  applications  pertaining 
to  similar  types  of  services  or  facilities  affecting  the  same 
service  area  are  considered  in  relation  to  each  other  at  appro- 
priate times  (but  no  less  often  than  twice  a year).  Procedures 
and  criteria  for  reviews  by  health  systems  agencies  pursuant  to 
section  1512(g)  and  by  State  Agencies  pursuant  to  section 
1522(a)(6)  must  provide  that  reviews  of  similar  types  of  insti- 
tutional health  services  affecting  the  same  service  area  be 
considered  in  relation  to  each  other.  Health  systems  agencies 
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and  State  Agencies  within  a State  shall  cooperate  in  the 
development  of  procedures  and  criteria  under  this  subsection , 
to  the  extent  appropriate  to  the  achievement  of  efficiency 
in  their  reviews  and  consistency  in  criteria  for  such 
reviews. 

” (b)  Each  health  systems  agency  and  State  Agency  shall 
include  in  the  procedures  required  by  subsection  (a)  at  least 
the  following: 

" (1)  Written  notification  to  affected  persons  and 
to  all  other  persons  who  have  asked  to  have  their  names  placed 
on  a mailing  list  maintained  by  the  agency  or  the  State  Agency 
within  five  days  of  the  date  that  all  information  described  in 
paragraph  (3)  is  submitted. 

" (2)  Schedules  for  reviews  conducted  in  discharge 
of  the  functions  described  in  paragraph  (4)  of  subsection  1523(a) 
which  provide  that  no  such  review  shall,  to-the-exfeenfc-pjraetieabie 
except  with  the  consent  of  the  person  subject  to  such  review , 
take  longer  than  ninety  days  from  the  date  that  notification 
described  in  paragraph  (1)  is  made.  Failure  of  the  State  Agency 
to  act  on  a proposal  within  such  period  shall  be  deemed  to 
constitute  approval  of  such  proposal.  " 

" (3)  Provision  for  persons  subject  to  a review  to 
submit  to  the  agency  or  State  Agency  (in  such  form  and  manner  as 
the  agency  or  State  Agency  shall  prescribe  and  publish)  such  in- 
formation as  the  agency  or  State  Agency  may  require  concerning 
the  subject  of  such  review. 

"(4)  Submission  of  applications  (subject  to  review 
by  a health  systems  agency  or  a State  Agency)  made  under  this  Act 
or  other  provisions  of  law  for  Federal  financial  assistance  for 
health  services  to  the  health  systems  agency  or  State  Agency  at 
such  time  and  in  such  manner  as  it  may  require. 

" (5)  Submission  of  periodic  reports  by  providers  of 
health  services  and  other  persons  subject  to  agency  or  State 
Agency  review  respecting  the  development  of  proposals  subject 
to  review. 

" (6)  Provision  for  written  findings  which  state  the 
basis  for  any  final  decision  or  recommendation  made  by  the  agency 
or  State  Agency. 
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"(7)  Notification.  Timely  notification  of  providers 
of  health  services  and  other  persons  subject  to  agency  or  State 
Agency  review  of  the  status  of  the  agency  or  State  Agency  review 
of  the  health  service  or  proposals  subject  to  review,  findings 
made  in  the  course  of  such  review,  and  other  appropriate  in- 
formation respecting  such  review. 

" (8)  Provision  for  informal  public  hearings  in  the 
course  of  agency  review  at  which  members  of  the  public  shall  have 
opportunity  to  make  statements  and.  present  relevant  evidence ; or 
provision  for  formal  hearings  to  be  conducted  by  the  State  Agency 
review  prior  to  its  decision 3 if  requested  by  persons-direetiy 
af feeted-by-the-reviewy  the  agency  or  the  entity  proposing  the 
project  or  whose  services  are  being  reviewed,  and-provisien-fer 
for-pttbiie-hearingsT-for-good-eause-shewRT-respeeting-egep.ey 
and-State-Ageney-deeiaior.a.  Any  person  who  is  adversely  affected 
by  a final  decision  of  the  State  Agency  pursuant  to  ( 4 J,  (5), 
or  (Si  of  section  1523(a)  may , within  sixty  (60)  days  appeal 
such  decision  to  an  independent  hearing  officer  or  other  agency 
of  the  State  in  the  manner  provided  by  State  law. 

" (9)  Preparation  and  publication  of  regular  reports 
by  the  agency  and  State  Agency  of  the  reviews  being  conducted 
(including  a statement  concerning  the  status  of  each  such  review) 
and  of  the  reviews  completed  by  the  agency  and  State  Agency  (in- 
cluding a general  statement  of  the  findings  and  decisions  made 
in  the  course  of  such  reviews)  since  the  publication  of  the  last 
such  report. 

" (10)  Access  by  the  general  public  to  all  applica- 
tions reviewed  by  the  agency  and  State  Agency  and  to  all  other 
written  materials  pertinent  to  any  agency  or  State  Agency 
review,  except  to  personnel  records  and  data  regarding  an  indi- 
vidual employee  the  disclosure  of  which  would  constitute  a 
clearly  unwarranted  invasion  of  the  personal  privacy  of  such 
employee. 

"(11)  In  the  case  of  construction  projects,  sub- 
mission to  the  agency  and  State  Agency  by  the  entities  propos- 
ing the  projects  of  letters  of  intent  in  such  details  as  may  be 
necessary  to  inform  the  agency  and  State  Agency  of  the>  scope 
and  nature  of  the  projects  at  the  earliest  possible  opportunity 
in  the  course  of  planning  of  such  construction  projects. 
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"(12)  In  the  case  of  review  pursuant  to  subsections 
( e ),  (f)  and  (g)  of  section  1513  and  subsections  (4),  (5)  and 

(6)  of  section  1523 , and  where  appropriate  for  other  reviews-- 

(A)  opportunity  for  each  participant  to 
present  evidence  and  arguments  orally  and/or  by  written  sub- 
mission, 

(B)  opportunity  for  each  participant  to  cross- 
examine  any  other  participant  who  makes  a written  or  oral  factual 
allegation  relevant  to  such  a review  or  on  which  a decision 
might  be  based. 


(C)  the  right  to  be  represented  by  counsel, 
CD)  an  administrative  appeal  as  provided  in 

(8)  above,  and 

(E)  judicial  review,  with  the  scope  of  such 
review  to  be  at  least  as  broad  as  that  defined  in  the  Adminis- 
trative Procedure  Act,  5 U.S.  Code,  section  706. 
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V.  Appropriateness  Review 

A.  Policy  Position 

The  American  Hospital  Association  supports  amendments 
to  delete  appropriateness  reviews  from  the  functions  of  HSAs 
and  state  agencies.  Agencies  should  not  be  mandated  to  perform 
functions  which  are  beyond  their  capability.  If,  however,  appro- 
priateness review  is  retained  in  the  Act,  AHA  urges  adoption  of 
amendments  which  will  specifically  limit  application  of  the 
concept  of  appropriateness  review  and  ensure  its  consistency 
with  the  original  framework  provided  by  the  Act. 

B.  Rationale 

AHA  suggests  that  the  appropriateness  review  functions 
are  unnecessary  and  should  be  deleted  from  the  law.  No  accept- 
able definition  of  this  function  exists  and  many  planning  experts 
have  expressed  the  viewpoint  that  HSAs  and  state  agencies  cannot 
effectively  implement  this  provision,  especially  if  all  institu- 
tional health  services  must  be  reviewed  periodically.  It  is 
AHA's  view  that  a more  effective  and  comprehensive  planning  and 
certification  of  need  process  can  serve  as  the  mechanisms  to 
assess  the  appropriateness  of  facilities  and  services,  as  part 
of,  not  as  an  addition  to,  the  planning  process. 

However,  in  the  event  that  the  appropriateness  review 
provisions  are  not  deleted  from  the  Act,  the  law  must  be  amended 
to  reinforce  the  concept  inherent  in  the  original  statutory  lan- 
guage that  areawide  review  is,  in  the  long  run,  the  most  effec- 
tive form  of  review.  Such  areawide  review  of  selected  services 
can  be  consistent  with  the  overall  framework  of  the  comprehen- 
sive health  planning  legislation.  The  scope  of  the  review  and 
the  procedures  of  the  review  process  should  be  established  in 
a way  which  will  not  overburden  either  the  institution  or  the 
HSAs,  whose  funds  and  staffs  are  stretched  already  by  their  plan- 
ning and  project  review  functions.  If  HSAs  are  permitted  to  phase 
in  their  programs  as  their  capabilities  develop,  this  credibility 
and  effectiveness  will  be  greatly  enhanced. 

Appropriateness  review  presents  additional  problems 
for  public  planning  bodies  and  for  institutions.  Such  reviews 
are  fundamentally  different  in  their  nature,  purpose  and  effect 
from  other  reviews  mandated  by  the  Act.  By  their  very  nature, 
appropriateness  reviews  deal  with  existing  services  into  which 
personal  and  financial  investments  have  already  been  made.  Such 
reviews,  and  possibly  negative  findings  of  such  services,  have 
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significantly  greater  potential  to  create  hostility  between 
planning  bodies  and  institutions  than  reviews  of  proposal  for 
new  services.  Similarly,  institution-specific  appropriateness 
reviews  are  much  more  likely  to  be  taken  as  a derogation  of 
institutional  management,  thus  creating  schisms  which  will 
impede  the  planning  process  which  is  the  main  focus  of  P.L. 
93-641. 


The  movement  of  the  legislation  through  the  93rd 
Congress  reveals  a steady  erosion  of  the  intended  impact  of 
reviews  of  existing  services.  Starting  out  as  recertification 
review,  with  revocation  of  license  as  a possible  sanction  (if 
authorized  by  state  law) , it  passed  through  the  intermediate 
stage  of  periodic  redetermination  of  need,  with  no  specified 
sanctions,  to  the  present  form  of  periodic  appropriateness 
review,  again  with  no  sanctions.  However,  in  direct  contrast 
to  this  history,  HEW  proposed  regulations  which  include  pro- 
visions for  institution-specific  as  well  as  areawide  review. 
Institution-specific  reviews,  if  adopted,  could  encourage  the 
imposition  of  both  direct  and  indirect  governmental  or  third 
party  sanctions  on  hospitals  with  services  characterized  as 
inappropriate . 

In  1978,  both  the  Senate  and  the  House  bills  contained 
modifications  of  the  appropriateness  review  requirements,  and 
if  the  appropriateness  review  provisions  are  not  deleted  en- 
tirely, AHA  proposes  the  amendments  set  forth  below. 

C.  Legislative  Language 

The  following  shows  deletions  from  the  National  Health 
Planning  and  Resources  Development  Act  required  to  eliminate 
appropriateness  reviews: 

APPROPRIATENESS  REVIEW 
Section  1513(g)(1)  and  (2) 

“4g4414  Exeept-aa-previded-in-parageaph-- (247-eaeh-hea4th 
syatefsa-ageney-ahaii-review-en-a-periedie-basis— fb«fe-at-4eaat 
evesy-dive-yeara')— aii-inat±tafeiena4-hea4feh-aervieea-«€fered-in 
fehe-hea4th-serviee-area-ed-the-ageney-and-sha44-make-reeemmen- 
datiena-te-the-6tate-hea4th-p4ann±ng-and-deve4epiRent-ageney 
deaignated-«Rdes-aeetien-45S4-€er-eaeh-Stafce-ift-whieh-the 
hee4th-ayatema-ageftey-la-hea4th-sesviee-area-ia-4©eabed-reapeet- 
ing-the-apprepriateneaa-ift-fehe-area-ef-atteh-servieea. 

“424  A-hea4th-3y3tema-ageney-aha44-eeKp4ete-ita-iftitia4 
review-ef-exiating-inafcitatiana4-hea4th-aervieea-withiR-fchree 
yeara-adter-the-date-ad-the-ageneyJ-a-deaignafeien-ander-aeetien 
45454af.n 
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APPROPRIATENESS  REVIEW  BY  STATE  AGENCIES 
Section  1523(a) (6) 

Review-aB-a-peeiedie-baaia— (bttb-net-4eaa-«#feen-than 
eveay-dive-yeara^— aii-iBatitatienai-heaith-sejfvieea-being 
edfered-in-the-State-andT-after-eoRsiderafeion-ef-reeammendafeiona 
aabmitfced-by-heaith-ayateHi3-agefteiea-aRde«-aeefcieft-4543-{g> 
reape«t4«g-tbe-eppaep*iateneaa-ed-atteh-aervieeaT-make-pttb4ie 
ita-fiRdiaga. 


n-(34  A-State-AgeRey-aha44-ee»p4efee-4ba-diBdinga-wifch 
seapeeb-te-the-appaepsiabeBeaa-ed-aBy-exiabiBg-iBatitafcieBal 
hea4bh-aeaviee-witbiR-eBe-yeaa-a#bea-the-dabe-a-hea4bh-ayabenia 
ageBey-has-mede-4ba-jreeen'j«eBdafeieB-ttRdea-aeebieR-4543-(gf-wibh 
aeapaeb-be-bhe-apprepsiabeBeaa-ad-the-aeaviee. 

" (c)  If  a State  Agency  makes  a decision  in  carrying  out 
a function  described  in  paragraph  (4) , (5) , ■(€)— eu— of  sub- 
section (a)  which  is  not  consistent  with  the  goals  of  the  appli- 
cable KSP  or  the  priorities  of  the  applicable  AIP,  the  State 
Agency  shall  submit  to  the  appropriate  health  systems  agency 
a detailed  statement  of  the  reasons  for  the  inconsistency." 

The  following  legislative  language  would  require 
improvements  and  modifications  of  appropriateness  review  if 
it  is  retained: 

APPROPRIATENESS  REVIEW  BY  HEALTH  SYSTEMS  AGENCIES 
Section  1513(g)  (1)  and  (4) 

"(g)  Except  as  provided  in  paragraph  (2),  each  health 
systems  agency  shall  review  on  a periodic  basis  (but  at  least 
every  five  years)  a44  those  institutional  health  services 
identified  in  the  state  health  plan  prepared  pursuant  to 
section  1524(a)(2)  offered  in  the  health  service  area  of  the 
agency,  shall  make  recommendations  to  the  State  health  planning 
and  development  agency  designated  under  section  1521  for  each 
State  in  which  the  health  systems  agency's  health  service  area 
is  located  respecting  the  appropriateness  in  the  area  of  such 
services 

* * * 
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V.  Appropriateness  Review  (cont'd) 


"(4)  The  health  systems  agency  shall  not  make  its  recom- 
mendations respecting  the  appropriateness  of  existing  institu- 
tional health  services  on  an  institution-specific  basis.  " 


APPROPRIATENESS  REVIEW  BY  STATE  AGENCIES 
Section  1523(a)(6)  and  (b)(4) 

"(a)(6)  Review  on  a periodic  basis  (but  not  less  often 
than  every  five  years,  aii  those  institutional  health  services 
identified  in  the  state  health  plan  prepared  pursuant  to  section 
1524(c)  being  offered  in  the  state  and,  after  consideration  of 
recommendations  submitted  by  health  systems  agency  under  section 
1513(g)  respecting  the  appropriateness  of  such  services,  make 
public  its  findings." 


" (b)(4)  The  State  Agency  shall  not  issue  its  findings  with 
respect  to  the  appropriateness  of  existing  institutional  health 
services  in  the  State  on  an  institution-specific  basis.  " 

Other  legislative  language  related  to  the  issues  dis- 
cussed above  include  the  following: 

PHASE  IN  FUNCTIONS  OF  HEALTH  SYSTEMS  AGENCIES 
Section  1513 (b) 

" (b)  In  providing  health  planning  and  resources  develop- 
ment for  its  health  service  area,  a- health  systems  agency  shall 
perform,  to  the  extent  that  its  capabilities  and  approved  work 
program  permit , the  following  functions: 

" (1)  The  Agency  shall  assemble  and  analyze  data 
concerning — 

"(A)  the  status  (and  its  determinants)  of  the 
health  of  the  residents  of  its  health  service  area. 

" (B)  the  status  of  the  health  care  delivery 
system  in  the  area  and  the  use  of  that  system  by 
the  residents  of  the  area. 
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Appropriateness  Review  (cont'd) 


"(C)  the  effect  the  area's  health  care  delivery 
system  has  on  the  health  of  the  residents  of  the 
area. 

" (D)  the  number,  type,  and  location  of  the 
area's  health  resources,  including  health  services, 
manpower,  and  facilities. 

"(E)  the  patterns  of  utilization  of  the  area's 
health  resources,  and, 

" (F)  the  environmental  and  occupational 
exposure  factors  affecting  immediate  and  long- 
term health  conditions." 
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VI.  Coordination  between  HSAs  and  Health  Care  Institutions 

A.  Policy  Position 


The  American  Hospital  Association  supports  amendments 
to  the  National  Health  Planning  and  Resources  Development  Act 
which  will  encourage  coordination  between  the  internal  planning 
efforts  of  health  care  institutions  and  the  areawide  comprehen- 
sive health  planning  conducted  by  health  systems  agencies. 

B.  Rationale 

Experience  has  demonstrated  that  effective  health  plan- 
ning requires  extensive  cooperation  between  the  public  planning 
agencies  and  the  institutions  whose  future  existence  and  activi- 
ties are  being  planned.  National  health  policy  should  encourage 
both  agencies  and  institutions  to  recognize  that  planning  is  the 
exclusive  responsibility  of  neither.  Results  for  both  are  often 
directly  proportional  to  the  degree  of  such  cooperation.  Some 
hospital  administrators  and  health  professionals  may  not  have  a 
positive  orientation  towards  planning,  and  some  health  planners 
lack  practical  experience  in  the  management  and  delivery  of  health 
care  resources.  The  public,  as  well  as  both  organizations,  will 
receive  material  benefits  from  increasing  cooperation  between 
institutions  and  agencies  in  the  development  of  health  plans, 
even  in  instances  in  which  their  conclusions  may  differ. 

Public  bodies,  such  as  HSAs,  should  participate  in  the 
determination  of  what  services  and  facilities  are  necessary  to 
achieve  the  most  effective  and  efficient  levels  and  scope  of 
health  care  for  the  health  service  area.  The  responsibility  of 
any  HSA,  however,  must  stop  short  of  determining  how  such  ser- 
vices should  be  administered  and  how  such  facilities  should  be  managed. 
In  some  instances,  HSAs  have  attempted  to  impose  on  hospitals 
their  own  ideas  of  management  techniques,  even  to  the  extreme 
of  efforts  to  select  hospital  board  members  and  to  require 
medical  staff  appointments  at  HSA  initiative  despite  the  respon- 
sibility of  the  governing  board  for  the  quality  of  care  at  the 
hospital. 

Hospital  managers,  trustees  and  medical  staffs  are 
best  able  to  evaluate  the  needs  and  capabilities  of  their  insti- 
tutions and  assess  actions  for  improving  them.  Regulations  en- 
forced by  the  HSA  should  provide  freedom  for  the  exercise  of 
management  prerogatives  to  attain  planning  objectives. 

C.  Legislative  Language 


To  implement  the  policy  described  above,  additional 
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VI.  Coordination  between  HSAs  and  Health  Care  Institutions  (cont'd) 


legislative  language  is  recommended  in  section  1513 (d)  and  a 
new  subsection  1532(d)  is  proposed,  which  was  derived  from  Sec- 
tion 1801  of  the  Social  Security  Act,  42  U.S.C.  §1395. 

COORDINATION  OF  PUBLIC  AND  INSTITUTIONAL  PLANNING 
Section  1513 

" (d)  Each  health  systems  agency  shall  coordinate  its  activities 
with — 

" (1)  each  Professional  Standards  Review  Organization  (desig- 
nated under  Section  1152  of  the  Social  Security  Act) , 

"(2)  entities  referred  to  in  paragraphs  (1)  and  (2)  of  Sec- 
tion 204(a)  of  the  Demonstration  Cities  and  Metropolitan  Develop- 
ment Act  of  1966  and  regional  and  local  entities  the  views  of 
which  are  required  to  be  considered  under  regulations  prescribed 
under  Section  403  of  the  Intergovernmental  Cooperation  Act  of  1968 
to  carry  out  Section  401(b)  of  such  Act, 

"(3)  other  appropriate  general  or  special  purpose  regional 
planning  or  administrative  agencies,  and 

"(4)  any  other  appropriate  entity,  including  entities  which 
provide  institutional  health  services , 

in  the  health  system  agency's  health  service  area.  The  agency 
shall,  as  appropriate,  secure  data  from  them  for  use  in  the 
agency's  planning  and  development  activities,  enter  into  agree- 
ments with  them  which  will  assure  that  actions  taken  by  such 
entities  which  alter  the  area's  health  system  will  be  taken  in 
a manner  which  is  consistent  with  the  HSP  and  the  AIP  in  effect 
for  the  area,  and,  to  the  extent  practicable,  provide  technical 
assistance  to  such  entities. 

Section  1532(d) 

"(d)  Nothing  in  this  title  shall  be  construed  to  authorize  any 
Federal  or  State  officer  or  employee  or  any  health  systems  agency 
to  exercise  any  supervision  or  control  over  the  practice  of 
medicine  or  the  manner  in  which  medical  services  are  provided , 
or  over  the  selection , tenure , or  compensation  of  any  board 
member , officer  or  employee  of  any  institution,  agency  or  person 
providing  health  services ; or  to  exercise  any  supervision  or 
control  over  the  administration  or  operation  of  any  such  insti- 
tution, agency  or  person . " 
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VII.  Penalties  for  States  Not  in  Compliance 

A.  Policy  Position 

The  American  Hospital  Association  supports  extension 
of  the  deadline  for  states  to  enact  an  approved  certificate  of 
need  (CON)  law  through  September  30,  1983. 

B.  Rationale 


By  July  30,  1979,  any  State  Health  Planning 
and  Development  Agency  (SHPDA)  not  in  compliance  with  HEW  re- 
quirements will  lose  federal  funds  to  operate  as  a state  health 
planning  agency  and  HEW  has  indicated  that  it  will  terminate 
Section  1122  Program  contracts.  By  September  30,  1980,  any 
state  which  does  not  have  a designated  health  planning  agency — 
which  will  then  require  an  approved  CON  program — faces  loss  of 
federal  funds  earmarked  for  support' of' health' resources,  und^r.  • 
the  Public  Health  Service  Act  and  various  other  federal  acts. 


To  date,  only  eight  states  have  a fully  designated 
health  planning  agency;  therefore,  42  states  potentially  could 
lose  millions  of  federal  dollars  and  federal  funding  for  ongoing 
health  programs  of  national  priority  might  be  affected  as  the 
deadline  approaches. 

The  problem  has  not  been  created  by  hospitals ’ re- 
sistance to  CON  legislation.  Only  three  state  hospital  asso- 
ciations have  not  formally  endorsed  passage  of  a CON  law. 

Rather,  the  failure  of  states  to  pass  such  legislation  seems 
to  stem  from  the  substantial  lack  of  acceptance  of  some  arbi- 
trary and  inflexible  HEW  regulatory  requirements  and  from 
some  uncertainty  presented  by  the  variety  of  amendments  to 
P.L.  93-641  which  were  offered  in  the  95th  Congress.  Many 
state  legislatures  are  unwilling  to  delegate  the  writing  of 
such  important  public  policy  to  administrative  agencies  and 
there  have  been  few  willing  to  accept  whatever  the  Secretary 
might  present. 


It  would  be  a major  setback  to  the  agencies  and  pro- 
grams already  in  place  to  require  that  42  states  must  pass 
legislation  on  such  a complex  issue  within  the  next  few  months. 

(HEW  requires  two  months  after  passage  of  legislation  to  certi- 
fy its  compliance  with  the  regulations.)  It  is  likely  that  neither 
health  planning  nor  the  other  affected  programs  would  recover 
from  the  blow  imposed  by  complete  loss  of  funding  in  any  states. 
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VII.  Penalties  for  States  Not  in  Compliance 


C.  Legislative  Language 


The  following  amendments  are  offered  to  accomplish 
the  above  objectives: 


Section  1521 


DESIGNATION  OF  STATE  PLANNING  AND 
DEVELOPMENT  AGENCIES 


"(d)  If,  after  September  30,  1983  , upen-the— expiration 
©f-hhe-  f ewarhh-  iie-eal-  yea*-  wbi-eb-  begins-  a-f ■ ter-  -the-  calendar-  -year 
in- which-  the-  National-  Health-  Planning-  and-  Pc  sources- Pevc-lopment 
Aet-ei-l-9-7-4-is-enaeted,/ an  agreement  under  this  section  for  the 
designation  of  a State  Agency  for  a State  is  not  in  effect,  the 
Secretary  may  not  make  any  allotment,  grant,  loan  or  loan  guar- 
antee, or  enter  into  any  contract,  under  this  Act,  the  Community 
Mental  Health  Centers  Act,  or  the  Comprehensive  Alcohol  Abuse 
and  Alcoholism  Prevention,  Treatment,  and  Rehabilitation  Act  of 
1970  for  the  development,  expansion,  or  support  of  health 
resources  in  such  State  until  such  time  as  such  an  agreement 
is  in  effect. 


Section  1522 (b) 

STATE  ADMINISTRATIVE  PROGRAM 


" (2)  The  requirement  of  paragraph  (4) (B)  of  subsection 
(a)  shall  not  apply  to  a State  Agency  of  a State  until  the 

expiratien-ed-fehe-firat-regalar-aeasien-ef-the-iegiaiafeare 
®d-aueh-6feate-whieh-feegina-a€ter-the-date-«£-enaefemenfe-e£ 
thia-feitler  September  30 , 1983. 
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VIII.  Provision  of  Free  Care 


A.  Policy  Position 


The  American  Hospital  Association  supports  an  amend- 
ment to  clarify  the  obligations  of  health  care  institutions 
which  receive  certain  federal  funds  or  loan  guarantees. 

B.  Rationale 


The  purpose  of  this  amendment  is  to  make  more  reason- 
able the  obligation  of  health  care  institutions  which  receive 
certain  federal  funds  to  make  health  care  available  to  patients 
unable  to  pay. 

The  amendment  requires  that  such  facilities  provide 
reasonable  assurance  for  such  health  care  for  a period  of  20 
years  after  the  approval  of  their  funding  applications  if  a 
grant,  or  the  length  of  time  of  the  loan  or  loan  guarantee 
assistance.  In  proposed  regulations  governing  such  assurances, 
HEW  took  the  statutory  phrase  "at  all  times"  out  of  context 
and  misinterpreted  the  statute  to  require  perpetual  obligations 
for  charity  care  and  community  service.  The  amendment  would 
explicitly  limit  the  assurances  to  twenty  years  or  the  life 
of  a loan,  and  eliminate  problems  with  HEW  misinterpretation. 

It  also  limits  the  facility's  obligation  to  those  persons  re- 
siding or  employed  within  its  service  area.  . 1. 


While  hospitals  have  provided  and  will  continue  to 
provide  services  to  individuals  unable  to  pay  for  care,  the 
accountability  for  providing  a reasonable  volume  of  uncompen- 
sated services  in  section  1604(b) (1) (g) (ii)  should  be  limited 
to  the  existing  20  year  period  for  the  recovery  of  assistance 
funds  found  under  Title  VI  of  the  Public  Health  Service  Act. 

C.  Legislative  Language 

The  following  is  proposed  legislative  language  to 
amend  the  National  Health  Planning  and  Resources  Development 
Act  in  accord  with  the  above  policy. 
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VIII.  Provision  of  Free  Care  (cont'd) 


PROVISION  OF  FREE  CARE 
Section  1604  (b) (1) (J) 

" ( J)  reasonable  assurance  that  afe-all-tiaes-af fees 
9ueh-appi±eafeieH-i9-appa?eved  for  a period  of  20  years 
after  the  completion  of  such  construction , moderni- 
sation, or  conversion  with  such  funds,  in  the  case 
of  a grant,  or  for  the  length  of  time  of  the  loan 
or  loan  guarantee , in  the  latter  case,  (i)  the 
facility  or  portion  thereof  to  be  constructed,  or 
modernized,  or  converted  will  be  made  available  to 
all  persons  residing  or  employed  in  the  area  served 
by  the  facility  and  (ii)  there  will  be  made  available 
in  the  facility  or  portion  thereof  to  be  constructed, 
modernized  or  converted  a reasonable  volume  of  ser- 
vices to  persons  unable  to  pay  therefor  and  the 
Secretary,  in  determining  the  reasonableness  of  the 
volume  of  services  provided,  shall  take  into  consid- 
eration the  extent  to  which  compliance  is  feasible  from 
a financial  viewpoint." 
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IX.  Pniform  Cost  Accounting  and  Reporting  Systems 

A.  Policy  Position 

The  American  Hospital  Association  opposes  establishment  of  mandatory 
uniform  accounting  requirements,  but  supports  uniform  reporting  of  costs,  rates  and 
services. 

B.  Rationale 

AHA  supports  establishment  of  uniform  reporting,  however.  Section  1533(d) 
of  the  National  Health  Planning  and  Resources  Development  Act  calls  for  the  development 
by  the  Secretary,  of  uniform  systems  for  cost  accounting . A mandated  system  of 
accounting  which  lacks  flexibility  when  applied  to  local  situations  cannot  be  implemented 
without  impairing  management  responsibility  and  accounting  innovation.  The  importance 
of  a flexible  accounting  system,  which  will  enable  institutions  to  continue  to  adhere  to 
generally  accepted  accounting  principles  as  they  evolve,  cannot  be  overemphasized. 

The  American  Hospital  Association,  therefore,  recommends  that  Section  1533(d) 
and  Section  1502(9)  be  deleted. 
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X.  Federal  Hospital  Construction  Requirements 
A.  Policy  Position 


The  federal  government  should  adopt  a single  set  of 
codes  and  standards  for  the  physical  requirements  of  hospitals 
and  other  institutional  providers  of  health  care  which  would 
apply  under  all  federal  programs  that  stipulate  compliance  with 
facility  codes  and  standards  as  requirements  for  participation, 
to  which  state  and  local  governments  should  be  encouraged  to 
adhere  as  well. 

B.  Rationale 

The  facilities  in  which  hospital  care  or  other  institutional 
health  care  is  provided  are  frequently  subject  to  regulation 
from  a multiplicity  of  agencies.  State  agencies  are  often  granted 
such  authority  through  certification  or  licensure  laws,  local 
authorities  enforce  building  and  sanitation  codes,  and  federal 
agencies  such  as  Medicare  and  the  Federal  Housing  Authority  often 
impose  compliance  with  construction  standards  as  a condition  for 
participation  in  the  program.  These  requirements  are  not  always 
consistent  with  each  other.  In  some  cases,  the  institution  may 
be  able  to  conform  to  the  more  restrictive  requirements,  thus 
satisfying  both,  but  in  other  cases  it  must  decide  which  of  the 
conflicting  requirements  will  be  satisfied,  a decision  usually 
based  on  the  likely  legal  consequences  of  failure  to  satisfy 
the  other. 

This  climate  of  multiple,  often  conflicting  codes 
has  sometimes  resulted  in  frustration  and  confusion,  not  only 
for  the  institutions,  but  also  for  architects,  planning  author- 
ities and  even  the  agencies  which  have  adopted  and  are  charged 
with  enforcing  the  conflicting  codes . Further  complicating  the 
situation  is  the  fact  that  new  codes  are  constantly  under  devel- 
opment and  old  ones  are  subject  to  frequent  revisions.  Different 
authorities  having  jurisdiction  often  enforce  different  revisions. 
Multiple  codes  produce  added  costs  for  institutions,  which  are 
ultimately  passed  on  to  their  patients  and  third  party  payors. 

The  American  Hospital  Association  belives  that  the 
federal  government  should  take  the  lead  in  resolving  this  situa- 
tion. First,  the  federal  government  should  require  that  all 
federal  programs  that  include  codes  and  standards  for  physical 
facilities  as  requirements  for  participation  should  have  consis- 
tent or  identical  standards . State  and  local  authorities  and 
voluntary  accreditation  or  certification  bodies  should  be  urged 
to  adopt  the  federal  standards  as  their  own.  Even  though  there 
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X.  Federal  Hospital  Construction  Requirements  (cont'd) 


may  be  a demonstrated  need  for  different  emphasis  in  different 
parts  of  the  country  because  of  substantive  geographical  or 
environmental  differences,  these  differences  can  generally 
be  accommodated  by  permitting  state  and  local  authorities  to 
impose  additional  but  not  conflicting,  requirements  or  waivers 
to  accommodate  hazards  or  lack  of  hazards  from  earthquakes, 
hurricanes,  blizzards  and  the  like. 

In  development  of  uniform  physical  facility  stan- 
dards, maximum  opportunity  should  be  provided  to  all  interested 
persons  for  input  into  the  standardization  of  fire,  safety, 
sanitary,  electrical  and  other  requirements.  In  addition, 
there  is  a need  for  a mechanism  by  which  individual  institutions 
can  obtain  determinations  regarding  appropriate  requirements, 
use  of  equivalencies  and  adequate  time  allowances  related  to 
compliance  with  new  codes.  At  any  given  time,  many  existing 
buildings  are  not  in  full  compliance  with  all  provisions  of 
current  codes.  The  differences  between  the  standards  met  and 
the  newest  requirements  are  frequently  small,  but  the  cost  of 
meeting  the  latest  standards  may  be  quite  high,  without  commen- 
surate benefit  to  the  public  interest.  It  must  also  be  noted 
that  the  cheapest  initial  construction  is  not  always  the  most 
economical,  in  view  of  maintenance  and  other  operating  costs 
which  can  be  raised  substantially  as  a result  of  initial  econo- 
mies in  design  and  construction. 

C.  Legislative  Language 

The  American  Hospital  Association  supports  the  following 
amendment  to  the  National  Health  Planning  and  Resources  Devel- 
opment Act,  adding  a new  Section  1602(b)  to  meet  the  above 
objectives. 

"General  Regulations 

"Section  1602(a)  The  Secretary  shall  by  regulation  — 


" (2)  prescribe  for  medical  facilities  projects  assisted  under 
this  title,  general  standards  of  construction,  modernization, 
and  equipment  for  medical  facilities  of  different  classes  and 
in  different  types  of  location; 
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X.  Federal  Hospital  Construction  Requirements  (cont’d) 


"(4)  prescribe  criteria  for  determining  the  extent  to  which 
existing  medical  facilities  are  in  need  of  modernization; 

* * * 

■ ( b ) In  promulgating  the  regulations  required  by  paragraphs 
(2)  and  (4)  above , the  Secretary  shall  — 

"(1)  Consult  with  and  solicit  recommendations  and  com- 
ments from  (A)  the  agencies  and  other  entities  described  in 
Section  1501(c)  of  title  XV,  (B)  Federal  and  State  agencies 
which  have  issued  guidelines , recommendations,  criteria,  standards , 
or  requirements  respecting  the  physical  aspects  of  medical  facil- 
ities, (C)  private  entities  which  have  promulgated  standards, 
codes,  or  guidelines  with  respect  to  fire,  infection,  electrical 
or  safety  hazards,  (D)  the  Joint  Commission  on  Accredication 
of  Hospitals,  the  American  Osteopathic  Association  and  any 
other  private  entities  which  have  established  voluntary  licensure 
or  accreditation  standards  for  health  care  facilities . 

"(2)  Within  six  months  of  enactment  hereof,  issue  pro- 
posed regulations  which  will  give  consideration  to  the  recom- 
mendations provided  by  the  entities  listed  in  (1)  and  which 
are  capable  of  being  adopted  by  all  such  agencies  as  uniform 
standards  for  the  construction,  modernization  and  equipment  of 
medical  facilities , whether  or  not  such  facilities  are  eligible 
for  assistance  under  this  title.  Such  proposed  regulations 
shall  allow  a reasonable  time  for  submission  of  comments  by 
the  public  and  the  entities  listed  in  (1). 

"(Z)  Within  one  year  after  the  date  of  enactment  hereof, 
issue  final  regulations . 

"(4)  Urge  adoption  of  the  regulatory  standards  for 
construction,  modernization  and  equipment  by  all  agencies  and 
entities  listed  in  (1)  to  the  fullest  extent  practicable.  Such 
adoption  shall  be  mandatory  for  all  Federal  agencies  identified 
in  (1)  above,  including  without  limitation,  the  Federal  Housing 
Authority , the  Occupational  Safety  and  Health  Administration, 
the  Veterans  Administration,  the  Bublic  Health  Service  and  the 
Indian  Health  Service. 
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X.  Federal  Hospital  Construction  Requirements  (cont'd) 


"(5)  Such  standards  shall  make  provision  for  the  imposi- 
tion by  State  and  local  agencies  of  additional  or  higher 
standards  deemed  necessary  to  meet  substantially  different 
local  geographic  or  environmental  conditions , such  as  suscep- 
tibility to  earthquakes , floods  and  other  natural  phenomena, 
but  no  other  inconsistent  or  more  restrictive  standards  shall 
be  imposed  upon  any  project  which  is  eligible  for  assistance 
under  this  title. 

"(6)  Require,  to  the  maximum  extent  feasible,  joint  or 
consolidated  inspection  and  enforcement  activities  by  all 
entities  described  in  (1). 

"(7)  Provide  in  such  regulations  for  the  issuance  of  ad- 
visory determinations  concerning  compliance  with  the  requirements 
through  the  use  of  equivalencies  and  alternatives . Such  regu- 
lations shall  state  specifically  the  degree  to  which  existing 
facilities  shall  be  required  to  meet  new  requirements  and  stan- 
dards and  shall  establish  appropriate  time  allowances  for 
achieving  such  compliance . The  regulations  shall  specify  the 
degree  to  which  modernization  projects  shall  be  required  to 
meet  the  requirements  and  standards  for  new  construction. 

"(8)  Provide  for  review  on  a periodic  basis  (but  at  least 
every  three  years)  of  the  standards  and  requirements  contained 
in  such  regulations . 
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XI.  Redefine  Indirect  Providers 


A.  Policy  Position 

The  American  Hospital  Association  supports  an  amend- 
ment to  restrict  the  definition  of  "indirect  providers"  to 
persons  whose  interests  are  closely  allied  to  direct  providers. 

B.  Rationale 


The  Act's  broad  definition  of  "indirect  providers" 
has  engendered  considerable  uncertainty  and  has,  in  some  cases, 
diluted  or  precluded  the  participation  of  individuals  who  are 
directly  involved  in  the  provision  of  health  care.  Persons  who 
are  in  fact  non-providers,  with  only  coincidental  or  indirect 
ties  to  the  health  system  and  some  who  occasionally  have  direct 
conflicts  with  providers  are  presently  included  in  the  classi- 
fication of  "indirect  providers."  V7e  urge  that  such  persons 
and  organizations  should  be  qualified  to  serve  as  consumer 
representatives . 

Accordingly,  the  American  Hospital  Association  recom- 
mends that  the  definition  of  "indirect  provider"  not  include 

(i)  members  of  the  immediate  family  of  an  indirect  provider, 

(ii)  any  individual  who  receives  less  than  one-quarter  of  his 
gross  income  from  health  care  interest  or  direct  providers, 

(iii)  organizations  which  are  basically  concerned  with  educa- 
tion and  research  in  aspects  of  particular  diseases,  such  as 
the  Heart  Fund  or  the  National  Foundation,  or  (iv)  insurers 
which  do  not  provide  health  services  to  the  public,  either 
directly  or  through  affiliates  or  subsidiaries. 

C.  Legislative  Language 

The  following  is  proposed  legislative  language  to 
amend  the  National  Health  Planning  'and  Resources  Development 
Act  to  limit  the  definition  of  indirect  provider: 

INDIRECT  PROVIDERS  OF  HEALTH  CARE 

SECTION  1531(3) 

" (3)  The  term  "provider  of  health  care"  means  an  individual  — 

* * it 

" (B)  who  is  an  indirect  provider  of  health  care  in  that 
the  individual  — 
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XI.  Redefine  Indirect  Providers  (cont'd) 


" (i)  holds  a fiduciary  position  with,  or  has  a 
fiduciary  interest  in,  any  entity  described  in  subclause  (II) , 

©r  (IV)  or  (V)  of  clause  (ii)  ; 

" (ii)  receives  (either  directly  but  not  er  through 
his  or  her  spouse  or  other  family  member) more  than  ©ne-tenth 
one-quarter  of  his  gross  annual  income  from  any  one  or  combin- 
ation of  the  following: 

" (I)  Fees  or  other  compensation  for  research  into 
or  instruction  in  the  provision  of  health  care; 

" (II)  Entities  engaged-in-fehe-proriaien-of-heaith 
eare-er-in  which  conduct  such  research  or  instruction,  but  not 
including  entities  which  are  engaged  primarily  in  research  and 
public  education  concerning  special  health  issues  or  services 
or  the  detection,  treatment  and  prevention  of  one  or  more 
specific  diseases  or  physical  disabilities . 

" (III)  Producing  or  supplying  drugs  or  other  articles 
for  individuals  or  entities  for  use  in  the  provision  of  or  in 
research  care. 

" (IV)  Entities  engaged  in  producing  drugs  or  such 
other  articles. 

"(V)  Entities  engaged  in  the  provision  of  health  care 
services  to  the  public  or  to  their  members , subscribers  or 
policyholders  either  directly  or  through  subsidiaries  or  affili- 
ates, including  health  maintenance  organizations. 

n$.ii)  is  a member  of  the  immediate  family  of  an  indi- 
vidual described  in  subparagraph  (A)  or-in-eiauae— fi^T-’fii^T-ar' 
-fir)~©f-aubparagraph— (Bfr-or 

"-fir)- — ia-engaged-in-iaatting-any-poiiey-or-eontraet 
of-individttai-or-greap-iRsuranee-or-hoapitai-or-medieai-aerriee 
benefit© . 
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XII.  Review  Functions  of  Health  Systems  Agencies  and  Statewide 

Health  Coordinating  Councils 

A.  Policy  Position 

The  American  Hospital  Association  supports  amendments 
to  P.L.  93-641  to  ensure  that  Health  Systems  Agencies  and 
Statewide  Health  Coordinating  Councils  review  and  make  recom- 
mendations and,  as  such,  are  advisory  rather  than  decision- 
making bodies. 

B.  Rationale 


The  purpose  of  these  amendments  is  to  clarify  that  the 
responsibilities  of  the  Health  Systems  Agencies  (HSAs)  and  the 
Statewide  Health  Coordinating  Councils  (SHCCs)  should  be  ad- 
visory only,  and  that  their  functions  should  be  to  review  and 
make  recommendations  to  the  State  Agency  or  to  the  HEW  Secretary, 
as  the  case  may  be.  We  believe  that  these  changes  should  be 
made  because  ambiguous  wording  in  the  current  law  suggests  that 
the  federal  government  has  delegated  to  HSAs  and  SHCCs  final 
decision-making  authority  over  federal  health  grants  and  con- 
tracts . 

Planning  agencies  have  been  given  the  responsibility 
to  review  proposals  to  determine  their  consistency  with  estab- 
lished areawide  or  state  health  plans,  not,  we  believe,  to 
approve  or  disapprove  projects.  As  we  view  it,  this  difference 
is  critical  to  the  planning  concept.  It  keeps  the  planning 
agencies  and  councils  in  the  business  of  planning  and  out  of 
the  realm  of  regulation.  Regulation  is  generally  aimed  at 
controlling  or  limiting,  while  proper  planning  activities  may, 
in  many  cases,  call  for  identification  of  need  for  new  services. 

C.  Legislative  Language 

The  following  is  proposed  legislative  language  to 
amend  the  National  Health  Planning  and  Resources  Development 
Act  in  accord  with  the  above  policy. 

REVIEW  FUNCTIONS  OF  HEALTH  SYSTEMS  AGENCIES 
Sections  1513(e)(1)  and  (2) 

" (e) (1) (A)  Except  as  provided  in  subparagraph  (B) , each 
health  systems  agency  shall  review  and  appreve-er-dis approve 
make  recommendations  to  the  Secretary  or,  in  the  case  of  grants 
or  contracts  described  in  subparagraph  (ii)  of  this  paragraph, 
the  appropriate  State  health  planning  and  development  agency 
on  each  proposed  use  within  its  health  service  area  of  federal 
funds — 
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XII.  Review  Functions  of  Health  Systems  Agencies  and  Statewide 
Health  Coordinating  Councils  (cont'd) 


" (i)  appropriated  under  this  Act,  the  Community 
Mental  Health  Centers  Act,  sections  409  and  410  of  the  Drug 
Abuse  Office  and  Treatment  Act,  or  the  Comprehensive  Alcohol 
Abuse  and  Alcoholism  Prevention,  Treatment,  and  Rehabilitation 
Act  of  1970  for  grants,  contracts,  loans,  or  loan  guarantees 
of  the  development,  expansion,  or  support  of  health  resources; 
or 


" (ii)  made  available  by  the  State  in  which  the 
health  service  area  is  located  -6£j?em-an-a4ietement-te-theT6feafee 
undee-an-Aet-reierred-te-in-eiause— (i»  for  grants  or  contracts 
for  the  development,  expansion,  or  support  of  health  resources. 

" (B)  A health  systems  agency  shall  not  review  and  approve 
or-disappreve  make  recommendations  on  the  proposed  use  within 
its  health  service  area  of  Federal  funds  appropriated  for 
grants  or  contracts  under  title  IV,  VII,  or  VIII  of  this  Act 
unless  the  grants  or  contracts  are  to  be  made,  entered  into, 
or  used  to  support  the  development  of  health  resources  intended 
for  use  in  the  health  service  area  or  the  delivery  of  health 
services.  In  the  case  of  a proposed  use  within  the  health 
service  area  of  a health  systems  agency  of  Federal  funds  described 
in  subparagraph  (A)  by  an  Indian  tribe  or  intertribal  Indian 
Organization  for  any  program  or  project  which  will  be  located 
within  or  will  specifically  serve — 

" (i)  a federally-recognized  Indian  reservation, 

"(ii)  any  land  area  in  Oklahoma  which  is  held  in 
trust  by  the  United  States  for  Indians  or  which  is  restricted 
Indian-owned  land  area,  or 

" (iii)  a Native  village  in  Alaska  (as  defined  in 
section  3 (c)  of  the  Alaska  Native  Claims  Settlement  Act) , 

a health  systems  agency  shall  only  review  and  comment  on  such 
proposed  use. 

"(2)  Notwithstanding  any  other  provision  of  this  Act  or 
any  other  Act  referred  to  in  paragraph  (1) , the  Secretary  shall 
allow  a health  systems  agency  sixty  days  to  make  the  review 
and  recommendations  required  by  such  paragraph.  If  an  agency 
disapproves  recommends  against  a proposed  use  in  its  health 
service  area  of  Federal  funds  described  in  paragraph  (1) (A) (i) , 
the  Secretary  may  not  make  such  Federal  funds  available  for 
such  use  until  he  has  made,  upon  request  of  the  entity  making 
such  proposal,  a review  of  the  agency's  decision  recommendations . 


I 
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XII.  Review  Functions  of  Health  Systems  Agencies  and  Statewide 
Health  Coordinating  Councils  (cont'd) 


In  making  any  such  review  of  any  agency's  deeisien  recommendations , 
the  Secretary  shall  give  the  appropriate  State  health  planning 
and  development  agency  an  opportunity  to  consider  the  deeisien 
recommendations  of  the  health  systems  agency  and  to  submit  to 
the  Secretary  its  comments  on  the  deeisien  recommendations.  The 
Secretary,  after  taking  into  consideration  such  State  agency's 
comments  (if  any) , may  make  s&ch  Federal  funds  available  for 
such  use,  notwithstanding  the  disapproved  recommendations  of  the 
health  systems  agency.  Each  such  decision  by  the  Secretary  to 
make  funds  available  shall  be  submitted  to  the  appropriate  health 
systems  agency  and  State  health  planning  and  development  agency 
and  shall  contain  a detailed  statement  of  the  reasons  for  the 
decision,  including  the  comments , if  any,  of  the  State  agency." 

REVIEW  FUNCTIONS  OF  STATEWIDE 

HEALTH  COORDINATING  COUNCILS 

Section  1524(c) (6) 

"(c)  A SHCC  shall  perform  the  following  functions: 

"(6)  Review  annually  and  appreve-eae-disappreve  make  recom- 
mendations to  the  Secretary  on  any  State  plan  and  any  application 
(and  any  revision  of  a State  plan  or  application)  submitted  to 
the  Secretary  as  a condition  to  the  receipt  of  any  funds  under 
allotments  made  to  States  under  this  Act,  the  Community  Mental 
Health  Centers  Act,  or  the  Comprehensive  Alcohol  Abuse  and  Al- 
coholism Prevention,  Treatment  and  Rehabilitation  Act  of  1970. 
Notwithstanding  any  other  provision  of  this  Act  or  any  other  Act 
referred  to  in  the  preceding  sentence,  the  Secretary  shall  allow 
a SHCC  sixty  days  to  make  the  review  and  recommendations  required 
by  such  sentence.  If  a SHCC  disapproves  recommends  against  such 
a State  plan  or  application,  the  Secretary  may  not  make  Federal 
funds  available  under  such  State  plan  or  application  until  he 
has  made,  upon  request  of  the  Governor  of  the  State,  which  sub- 
mitted such  plan  or  application  or  another  agency  of  such  State 
a review  of  the  SHCC's  deeisien  recommendations . If  after  such 
review  the  Secretary  decides  to  make  such  funds  available,  the 
decision  by  the  Secretary  to  make  such  funds  available  shall  be 
submitted  to  the  SHCC  and  shall  contain  a detailed  statement  of 
the  reasons  for  the  decision." 
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XIIi.  Planning  Grants  for  Health  Systems  Agencies 


A. 

I 


Policy  Position 


The  American  Hospital  Association  supports  an  amend- 
ment to  increase  funding  for  fully  designated  and  conditionally 
designated  Health  Systems  Agencies. 


B.  Rationale 

We  support  an  amendment  that  would  increase  the  mini- 
mum amount  a Health  Systems  Agency  (HSA)  receives  for  full  desig- 
nation and  to  specify  that  conditionally  designated  Health 
Systems  Agencies  are  to  be  funded  at  the  same  levels  as  fully 
designated  Health  Systems  Agencies.  We  would  encourage  that 
the  amount  to  be  awarded  per  person  per  year  be  increased  from 
55C  to  60£  during  the  fiscal  year  1979,  from  60<=  to  65C  during 
the  fiscal  year  1980,  and  from  65C  to  70$  during  the  fiscal 
year  1981.  These  changes  would  reflect  inflationary  costs,  for 
a total  amount  of  $4,500,000  unless  the  agency  would  receive  a 
greater  amount  based  upon  population.  In  addition,  we  propose 
that  the  amount  of  a grant  for  a Health  Systems  Agency  may  not 
be  less  than  $185,000,  an  increase  from  the  proposed  $175,000 
(again,  to  reflect  inflation) . The  purpose  of  the  amendment  is 
to  ensure  that  Health  Systems  Agencies  conditionally  designated 
are  able  to  perform  in  an  effective  manner.  We  strongly  recom- 
mend that  appropriations  for  this  activity  be  considered  in  the 
light  of  a new  program,  which  is  in  a critical  stage  of  develop- 
ment. We  urge  that  funding  levels  provide  the  necessary  re- 
sources for  the  sound  development  of  this  program  across  the 
country. 


C.  Legislative  Language 

The  following  is  proposed  legislative  language  to 
amend  the  National  Health  Planning  and  Resources  Development 
Act  in  accord  with  the  above  policy: 

PLANNING  GRANTS  FOR  HEALTH  SYSTEMS  AGENCIES 
SECTION  1516(b)(1),  (2) (B) , and  (3) 

" (b) (1)  The  amount  of  any  grant  under  subsection  (a)  to 
a health  systems  agency  designated  under  section  lSlS^bf  shall 
be  determined  by  the  Secretary  ¥he-amount-ef-any-grant-ur.der 
subsection— fe^-te-any-health-systems-ageney-designatee-under 
seetion-1515-fe)-  and  shall  be  the  lesser  of  — 
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XIII.  Planning  Grants  for  Health  Systems  Agencies  (cont'd) 


"(A)  the  product  of  99-59  $0.60  during  the  fiscal 
year  1979 , $0.65  during  the  fiscal  year  1980 , and  $0.70  during 
the  fiscal  year  1981  and  the  population  of  the  health  service 
area  for  which  the  agency  is  designated,  or 

n(B)  95-95979997  $4,500,000, 

unless  the  agency  would  receive  a greater  amount  under  paragraph 
(2)  or  (3). 


" (2)  (b)  The  non-Federal  funds  which  an  agency  may  use 
for  the  purpose  of  obtaining  a grant  under  subsection  (a)  which 
is  computed  on  the  basis  of  the  formula  prescribed  by  subpara- 
graph (A)  shall  — 

" (i)  not  include  any  funds  contributed  to  the  agency 
by  any  individual  or  private  entity  which  has  a financial,  fidu- 
ciary, or  other  direct  interest  in  the  development,  expansion, 
or  support  operation  of  health  resources  of  the  kind  that  may 
be  within  the  purview  of  the  agency  ' 8 functions  under  subsections 
1515(e),  (f),  and  (g),  and 

"(ii)  be  funds  which  are  not  paid  to  the  agency  for 
the  performance  of  particular  services  by  it  and  which  are 
otherwise  contributed  to  the  agency  without  conditions  as  to 
their  use  other  than  the  condition  that  the  funds  shall  be 
used  for  the  purposes  for  which  a grant  made  under  this  section 
may  be  used. 

"(3)  The  amount  of  a grant  under  subsection (a)  to  a health 
systems  agency  designated  under  section  1515-fel  may  not  be  less 
than  91957999  $185,000  during  the  fiscal  year  1978,  $195,000 
during  the  fiscal  year  1979,  $205,000  during  the  fiscal  year 
1980,  and  $215,000  during  the  fiscal  year  1981." 
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XXV.  Private  Contributions  to  Health  Systems  Agencies 

A.  Policy  Position 

The  American  Hospital  Association  supports  an  amend- 
ment to  increase  funding  for  Health  Systems  Agencies  by  permit- 
ting a broadened  base  of  non-federal  funds  for  Health  Systems 
Agencies  activities. 

B.  Rationale 


The  purpose  of  this  amendment  is  two-fold:  First,  to 

allow  Health  Systems  Agencies  (HSAs)  to  receive  additional  match- 
ing federal  funds  and  second,  to  permit  a broadened  scope  of 
non-federal  funds  that  can  be  used  by  the  HSAs  for  accomplishing 
their  work  programs.  As  an  alternative  to  the  severe  limitations 
now  stated  in  the  law,  there  should  be  a clarification  as  to 
the  sources  from  which  a HSA  cannot  accept  contributions  because 
of  possible  benefit  from  an  agency  action.  Also,  if  the  legis- 
lation were  changed  to  read  substantial  funds  or  contributions 
of  services,  this  would  have  the  effect  of  broadening  the  funding 
base  without  jeopardizing  the  HSA's  actions.  It  would  permit 
more  adequate  funding  for  HSA  operations. 

Every  effort  should  be  made  to  provide  for  the  success 
of  HSAs,  to  further  develop  the  planning  process.  If  only  federal 
funds  are  to  be  used,  many  HSAs  will  not  have  adequate  staff  to 
perform  all  of  their  mandated  functions. 

C.  Legislative  Language 

The  following  is  proposed  legislative  language  to  amend 
the  National  Health  Planning  and  Resources  Development  Act  in 
accord  with  the  above  policy: 

PRIVATE  CONTRIBUTIONS  TO  HEALTH  SYSTEMS  AGENCIES 
SECTION  1512 (b)  (5) 

"(5)  PRIVATE  CONTRIBUTIONS.— No  health  systems  agency  may 
accept  more  than  ten  percent  (10%)  of  its  operating  budget  or 
more  than  $25, 000  in  any  funds  or  contributions  of  services 
(other  than  processed  data)  or  facilities  from  any  individual  or 
private  entity  which  has  a financial,  fiduciary,  or  other  direct 
interest  in  the  development,  expansion,  or  support  operation  of 
health  resources  within  the  purview  of  the  agency  under  subsec- 
tions 1513(e) , (f)  and  (g)  unless,  in  the  case  of  an  entity,  it 
is  an  organization  described  in  section  509 (a)  of  the  Internal 
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XIV.  Private  Contributions  to  Health  Systems  Agencies  (cont'd) 


Revenue  Code  of  1954  and  is  not  directly  engaged  in  the  provi- 
sion of  health  care  in  the  health  service  area  of  the  agency. 

No  health  systems  agency  may  accept  in  the  aggregate  from  all 
such  individuals , associations  and  private  entities  more  than 
twenty- five  percent  (25)  of  its  operating  budget.  For  purposes 
of  this  paragraph,  an  entity  shall  not  be  considered  to  have 
such  an  interest  solely  on  the  basis  of  its  providing  (directly 
or  indirectly)  health  care  for  its  employees  or  health  insurance 
benefits  for  enrolled  subscribers. " 
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XV.  Prohibition  Against  Purchasers  of  Health  Care  Being 

Designated  as  Health  Systems  Agency 

A.  Policy  Position 

The  American  Hospital  Association  supports  an  amend- 
ment to  P.L.  93-641  which  would  eliminate  the  possibility  that 
a major  purchaser  or  provider  of  health  services  could  be 
appointed  to  act  as  a health  systems  agency,  thus  avoiding  a 
potentially  major  conflict  of  interest. 

B.  Rationale 

The  National  Health  Planning  and  Resources  Development 
Act  of  1974  currently  permits  designation  as  health  systems 
agencies  of  not-for-profit  corporations,  public  regional  planning 
bodies  or  units  of  local  government.  Entities  which  are  or  oper- 
ate educational  institutions  are  prohibited  from  being  so  desig- 
nated . 

Many  units  of  local  government  are  major  providers 
or  purchasers  of  health  care,  frequently  operating  municipal 
or  county  hospitals  or  being  charged  with  responsibility  for 
administering  and  funding  Medicaid  or  welfare  programs  under 
which  health  services  are  provided  to  segments  of  the  population. 

If  such  government  agencies  should  be  appointed  as  health  systems 
agencies  or  be  allowed  to  control  health  systems  agencies,  a 
serious  conflict  between  their  interest  as  planners  and  their 
interest  as  purchasers  of  health  care  would  result.  Clear  indi- 
cation is  provided  in  the  statute  that  Congress  did  not  intend 
this  result;  a multitude  of  safeguards  are  provided  to  ensure  that 
health  systems  agencies  would  not  be  dominated  by  provider  or 
purchaser  interests. 

American  Hospital  Association  proposes  that  the  statute 
be  amended  to  prohibit  local  government  agencies  and  private 
organizations  that  are  major  purchasers  or  providers  of  health 
care  from  being  designated  as  health  systems  agencies.  This 
will  prevent  the  possibility  that  decisions  about  resource  allo- 
cations will  be  made  by  those  with  vested  interest  in  the  outcomes. 

C.  Legislative  Language 

The  following  legislative  language  is  proposed: 
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XV.  Prohibition  Against  Purchasers  of  Health  Care  Being 
Designated  as  Health  Systems  Agency  (cont'd) 


"Health  Systems  Agencies 


"Sec.  1512. 

"(b)(1)  Legal  Structure. — A health  systems  agency  for  a health 
service  area  shall  be  — 

* * * 

"A  health  systems  agency  may  not  be  an  educational  institution 
or  operate  such  an  institution,  nor  may  a health  systems  agency 
be  a substantial  purchaser  or  provider  of  health  care  nor  con- 
trol or  operate  an  entity  which  is  a substantial  purchaser  or 
provider  of  health  care . 
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Xvi . Transfer  of  Health  Services  Development  Grants  Functions 
to  State  Agencies 

A.  Policy  Position 

The  American  Hospital  Association  supports  amendments 
that  would  convert  the  Area  Health  Services  Development  Fund 
to  the  State  Health  Services  Development  Fund,  to  be  adminis- 
tered by  the  designated  state  agency. 

B.  Rationale 


The  purpose  of  these  amendments  is  to  eliminate  the 
grant-making  function  from  the  functions  mandated  for  a Health 
Systems  Agency  (HSA) . Instead,  HSAs  would  solicit  proposals 
from  individuals,  public  and  non-profit  private  entities.  These 
proposals  would  assist  the  HSAs  in  planning  and  developing  pro- 
jects and  programs  which  they  deem  necessary  for  the  achievement 
of  the  goals  described  in  their  health  systems  plans  and  annual 
implementation  plans.  The  proposals  would  then  be  submitted 
to  the  State  Health  Planning  and  Development  Agencies,  which 
would  be  responsible  for  selecting  and  funding  the  proposals. 

The  financial  support  would  be  derived  from  the  State  Health 
Services  Development  Fund  established  pursuant  to  section  1640. 

AHA  endorses  federal  funding  support  for  developmental 
assistance,  which  we  regard  as  a highly  desirable  function. 
However,  the  developmental  program  activity  should  be  the  res- 
ponsibility of  a state  level  agency  which  would  be  able  to 
determine  statewide  priorities  and  more  effectively  allocate 
federal  funds.  This  would  also  help  avoid  a conflict  for 
HSAs  in  having  to  review  objectively  a proposal  which  was 
planned  with  area  health  services  development  funds  made  avail- 
able directly  by  the  HSA.  This  problem  would  be  eliminated 
if  development  funds  were  specifically  limited  to  planning  for 
projects  already  endorsed  by  the  HSA  or  to  planning  activities 
of  the  kind  that  would  not  result  in  proposals  requiring  HSA 
review.  There  are  a number  of  safeguards  which  may  be  included, 
such  as  a provision  that  the  HSA  and  the  State  Agency  must  agree 
before  projects  become  funded.  The  role  of  the  Statewide 
Health  Coordinating  Council  might  well  be  that  of  a sounding 
board. 


C.  Legislative  Language 

The  following  is  proposed  legislative  language  to  amend  the 
National  Health  Planning  and  Resources  Development  Act  in  accord 
with  the  above  policy: 
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XVI.  Transfer  of  Health  Services  Development  Grants  Functions 
to  State  Agencies  (cont'd) 


FUNDING  OF  PROPOSALS  BY  STATE  AGENCIES 
Section  1523  (a) (1) 

"SEC.  1523.  (a)  Each  State  Agency  of  a State  designated 

uncler  section  1521(b)  (3)  shall,  except  as  authorized  under  sub- 
section (b) , perform  within  the  State  the  following  functions: 

"(1)  Conduct  the  health  planning  activities  of  the  State 
and  support  the  implement ation  of  those  parts  of  the  State 
health  plan  (under  section  1524(c)(2))  and  the  plans  of  the 
health  systems  agencies  within  the  State  which  relate  to  the 
government  of  the  State  and  to  the  health  care  delivery  ay  stem 
1 in  the  State,  through  the  agencies  of  State  government  and 
1 through  the  State  Eealth  Services  Development  Fund  established 
pursuant  to  section  1640 , which  have  received  review  and  recom- 
mendation by  the  BSA  or  are  not  subject  to  such  review  and 
recommendation . 

ELIMINATION  OF  THE  GRANT  MAKING  FUNCTION 
OF  HEALTH  SYSTEMS  AGENCIES 

Section  1513  (c)  (3) 

" (c)  A health  systems  agency  shall  implement  its  HSP  and 
AIP , and  in  implementing  the  plans  it  shall  perform  at  least 
the  following  functions: 


"(3)  The  agency  shall,  in  accordance  with  the  priorities 
established  in  the  AIP,  meke-gj*anfea—fee-p«b4ie-aRd-R©Rpeefite 
pj?±vate-ent±ties-and-enfceff-inte-eoRferaetea-w±th  solicit  proposals 
from  individuals  and  public  and  nonprofit  private  entities  to 
assist  them  in  planning  and  developing  projects  and  programs 
which  the  agency  determines  are  necessary  for  the  achievement 
of  the  health  systems  described  in  the  HSP.  The  proposals  shall 
be  submitted  with  the  agency  ’ s review  and  recommendations  to  the 
State  Agency.  Stieh-geaRt3-aRd-e©Rtj;aeta-aha44-be-maeie-£ffen 
fehe-ftsea-Hea4th-Se3*vieea-Beve4epmenfe-FttRd-©£-the-ageRey-eatab- 
liahed-wibh-#RRda-pe«vided-ttndeR-gRaRba-made-«Rder-aeefei®R-4S4©. 
No-gRaRta-ea-eentraeb-aRder-thia-aabaeefeieR-may-be-ttaed— (A4-t© 
pay-fehe-eoata-inettered-by-an-entity-ejf-iRdividttei-in-the-de- 
liveffy-®£-hea4th-sej;viee3 — (ea-de€±ned-iR-Regu4ati®Ra-©£-fehe 
Se«Retary4T-®*—(B4-€©r-tbe-e©ab-®i-e©RabR«efci©R-©*-»©4eRRiea- 
ti©R-©i-mediea4-faei4ib±e3T — Ne-aing4e-gsanfe-©j*-e©Rfc5;aefe-made 
©a-eRteRed-iRte-«Rdej*-tkia-paaagaaph-aha44-be-awai4ab4e-dea 
©b4igati©R-b©y©Rd—tehe-©Re-yeaa*-peried-begiRRing-©R-fche-date 
the-gaaRb-oa-eentaaet-waa-Biade-eff-enteifed-inbeT — 5f-aR-ifldivid«ai 
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XVI.  Transfer  of  Health  Services  Development  Grants  Functions 
to  State  Agencies  (cont'd) 


es-entity-receives-a-grent-es-eentraet-ender-thia-peragraph 
fer-a-progeet-or-psegramT-aeeh-indivieeal-or-entity-may 
reeeive-ORiy-eRe-mere-aneh-grant-or-eon'eraet-fer-aueh-pjrogeet 
er-program. " 


STATE  HEALTH  SERVICES  DEVELOPMENT  FUNDS 
Section  1640 

"Part  F — Area  State  Health  Services 
Development  Funds 


"Development  Grants  for  Area  State 
Health  Services  Development  Fund3 

"SEC.  1640.  (a)  The  Secretary  shall  make  in  each  fiscal 

year  a grant  to  each  State  health  planning  and  development 
agency  in  each  State,  in  which  there  is  at  least  one  health 
systems  agency — 

" (1)  with  which  there  is  in  effect  a designation 
agreement  under  section  1515  (c) , 

" (2)  which  has  in  effect  an  ESP  and  AIP  reviewed 
by  the  Statewide  Health  Coordinating  Council,  and 

"(3)  which,  as  determined  under  the  review  made 
under  section  1535(c),  is  organized  and  operated  in 
a manner  prescribed  by  section  1512  (b)  and  is  per- 
forming its  functions  under  section  1513  in  a manner 
satisfactory  to  the  Secretary, 

to  enable  the  State  agency  to  establish  and  maintain  ait-Aree 
State  Health  Services  Development  Fund  from  which  it  may  make 
grants  and  enter  into  contracts  in  accordance  with  section 
1513-feH3>  1522(a)(1). 

" (b) (1)  Except  as  provided  in  paragraph  (2) , the  amount 
of  any  grant  under  subsection  (a)  shall  be  determined  by  the 
Secretary  after  taking  into  consideration  the  population  ©a-the 
health-serviee-aree-sor-whsreh-the-heaith-ayatems-ageney-ia 
designated  within  the  State,  the  average  family  income  of  the 
area  State,  and  the  supply  of  health  services  in  the  aree 
State. 

" (2)  The  amount  of  any  grant  under  subsection  (a)  to  a 
health-systems  State  agency  for  any  fiscal  year  may  not  exceed 
the  product  of  $1  and  the  population  of  the  health-aerviee-areaa 
€©r-whieh-s«eh-ageney-is-designated  State. " 
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AMERICAN  HOSPITAL  ASSOCIATION 

444  NORTH  CAPITOL  STREET,  N.W.,  SUITE  500,  WASHINGTON,  D.C.  20001  TELEPHONE  202-638-1100 
WASHINGTON  OFFICE 

EMENT  OF  THE  AMERICAN  HOSPITAL  ASSOCIATION 
TO  THE  SUBCOMMITTEE  ON  HEALTH  AND  SCIENTIFIC  RESEARCH 
OF  THE 

SENATE  COMMITTEE  ON  LABOR  AND  HUMAN  RESOURCES 
ON  S.544,  HEALTH  PLANNING  AMENDMENTS  OF  1979 

March  21,  1979 

The  American  Hospital  Association  represents  over  6,400  member  Institutions,  Including 
most  of  the  nation's  hospitals,  as  well  as  long-term  care  and  mental  health  facilities, 
hospital  schools  of  nursing,  and  over  27,000  personal  members.  We  are  pleased  to  again 
present  our  views  and  comments  on  proposed  amendments  to  P.L. 93-641  which  are  before 
the  Committee  as  S.544,  the  "Health  Planning  Amendments  of  1979." 

Our  Association  supported  the  enactment  and  implementation  of  P.L. 93-641  and  we  endorse 
the  extension  of  the  Act.  We  are  committed  to  the  development  of  an  effective  health 
planning  process  because  it  is  consistent  with  our  goal  of  improving  .-access  to  quality 
health  care  services.  As  debate  continues  over  other  approaches  to  reducing  the  rate 
of  increase  in  health  care  costs,  there  can  be  littla  argument  that  the  health  planning 
process  is  making  substantial  progress  toward  the  same  end  through  rational  planning 
for  the  allocation  of  health  care  resources. 

Because  of  its  important  role  in  the  provision  of  health  care  services,  the  hospital  has 
a special  responsibility  to  plan  effectively.  Therefore,  it  is  particularly  important 
that  hospitals  be  represented  and  participate  in  the  planning  process  at  all  levels — 
local,  state  and  national.  We  support  and  encourage  the  development  by  HEW  of  sound  and 
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equitable  health  planning  guidelines  and  methodologies  to  assist  the  planning  agencies 
at  the  local  and  state  levels,  without  imposing  rigid  formulas  from  the  top.  The 
health  planning  process  can  work  most  effectively  through  a "bottom-up"  approach. 

Health  planning  must  be  based  on  health  needs  identified  by  HSAs,  consumers,  and 
providers.  The  methodology  of  planning  must  take  into  account  a variety  of  factors 
which  apply  to  the  planning  area,  including  the  incidence  and  prevalence  of  disease, 
the  socio-demographic  characteristics  of  the  population,  the  present  capabilities  of 
the  health  care  system  and  the  attitudes  of  the  community  regarding  the  delivery  of 
health  care  services.  Therefore,  the  approach  to  planning  must  provide  for  a clear-cut 
distinction  between  health  planning  at  the  local  level,  health  planning  and  regulation 
on  the  state  level,  and  the  role  of  the  federal  government  in  providing  support  at  the 
national  level. 

Finally,  we  would  emphasize  that  the  framework  of  health  planning  may  evolve  into  a 
meaningless,  and  perhaps  even  counter-productive  process,  if  it  becomes  incapable  of 
implementation.  Limitations  of  funding,  staffing,  the  availability  of  data,  and  the 
state  of  the  art  in  evaluating  medical  care  and  medical  services  affect  the  extent 
to  which  planning  agencies  can  be  expected  to  expand  their  activities.  The  AHA  firmly 
believes  that  a broad  framework  for  health  planning  must  allow  the  development  of 
programs  only  as  capabilities  develop  and  as  relationships  between  providers  and 
external  planning  bodies  mature.  Otherwise,  both  the  credibility  and  the  effectiveness 
of  the  process  is  diminished.  The  AHA  believes  that  amendments  to  P.L. 93-641  at  this 
time  should  strengthen  the  fundamental  aspects  of  planning  and  encourage  progress  toward 
more  comprehensive  activities  as  cooperation  develops,  but  should  not  over -extend  the 
resources  and  capabilities  of  either  planners  or  providers. 

We  believe  that  many  of  the  provisions  of  S.544  will  substantially  enhance  the  planning 
processes  established  under  P.L. 93-641.  We  would  like  to  comment  on  some  particular 
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I areas  of  agreement  and  suggest  changes  in  areas  of  disagreement  in  the  remainder  of  our 
comments.  He  will  conclude  with  some  suggestions  for  further  amendments  which  we 
i'  believe  are  consistent  with  the  interests  of  the  Committee  in  strengthening  the  planning 
!'  process.  The  AHA's  complete  amendment  package  is  provided  to  the  Subcommittee  with  this 


|l  X.  Clarification  of  Relationship  Between  National  Guidelines  and  Local  Planning 

The  AHA  strongly  supports  the  provision  of  Section  119  which  would  eliminate  the  require- 
ment that  the  local  Health  System  Plans  be  "consistent  with"  the  National  Guidelines, 

i This  requirement  as  interpreted  through  the  regulations  of  HEW  has  caused  considerable 

j:  confusion  in  the  field  in  that  it  tends  to  negate  the  concept  of  "bottom-up"  planning . 

This  concept  was  the  clear  intention  of  P.L. 93-641,  as  expressed  in  the  requirement  of 

Section  1513(b)(2)(B)  that  health  planning  be  "responsive  to  the  unique  needs  and 
resources  of  the  (health  service)  area."  While  the  guidelines  are  clearly  to  be  useful 
tools  for  local  planners,  their  use  as  inflexible,  mandatory  standards  serves  only  to 
impede  HSAs  in  serving  local  health  planning  needs.  We  urge  adoption  of  this  amendment 
which  would  reinforce  the  balance  between  local  and  national  authority  intended  by  the 
original  enactment. 

II.  Certificate  of  Need  (CON) 

We  support  extension  of  certificate  of  need  coverage  to  acquisitions  of  major  medical 
i equipment  outside  of  the  hospital  setting.  We  note,  however,  that  Section  136  replaces 
the  more  comprehensive  requirement  in  S.2410  last  year  (approved  by  the  Senate)  with 
one  affecting  only  equipment  which  will  be  used  to  treat  hospital  inpatients  outside 
of  the  hospital.  This  provision  can  do  little  to  alleviate  the  concerns  which  underlied 
the  original  proposal  for  the  extension.  For  example,  it  will  not  stem  the  well- 
j publicized  proliferations  of  CAT  scanners  into  non- institutional  settings,  since  these 
scanners  are  also  used  extensively  for  the  diagnosis  of  outpatients.  As  outpatient 
usage  is  expanded  into  non-institutional  settings,  average  operating  costs  in  all 
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settings  rise.  In  light  of  the  national  debate  over  health  care  costs,  we  urge  that 
the  Committee  extend  the  coverage  of  CON  programs  to  all  acquisitions  of  major  medical 
equipment  Irrespective  of  ownership  or  location. 

The  AHA  also  supports  the  Intention  of  Section  142  of  the  bill  which  would  broaden  the 
definition  of  "institutional  health  services"  for  state  certificate  of  need  require- 
ments. Again,  we  would  urge  for  the  reasons  stated  above  that  additional  language  in 
this  section  be  included  to  make  the  definition  inclusive  of  services  otherwise 
covered  regardless  of  ownership  or  location.  He  would  add,  however,  that  the  $50,000 
annual  operating  cost  threshold  is  too  low.  We  recommend  that  the  threshold  be  set 
at  $150,000.  We  believe  the  intention  of  Section  1531(5)  will  still  be  effectuated  at 
this  higher  figure  and  will  avoid  the  difficulties  indicated. 

We  also  urge  the  Committee  to  recognize,  within  the  definition  of  Section  1531(5), 
the  distinction  between  a "new  institutional  service"  and  the  modernization  of  existing 
services.  A substantial  proportion  of  capital  expenditures  by  hospitals  is  for  the 
replacement  of  existing  facilities  and  equipment  because  of  depreciation  or  obsolescence. 
Obviously,  in  making  such  a purchase,  the  most-improved  version  of  such  equipment  should 
be  purchased  in  order  to  obtain  highest  value.  In  some  instances,  state  or  area 
agencies  have  insisted  on  reviewing  even  expenditures  of  less  than  the  statistical  CON 
threshold  because  the  latest  model  of  the  equipment  will  perform  more  functions  than  the 
one  being  replaced.  Interpreting  this  replacement  as  a "new"  service  is  expensive  to 
both  institutions  and  agencies  and  tends  to  hinder  improvement  of  both  the  quality  and 
cost-effectiveness  of  health  care  services.  We  suggest  the  addition  of  language  to 
Section  1531(5)  to  clarify  this  situation. 

Finally,  we  must  object  to  the  amendments  proposed  in  Section  148(a)  and  (b)  of  the  bill 
which  would  include  cost  and  quality  elements  among  the  criteria  for  area  and  state 
agency  reviews.  Certainly  these  two  elements  are  of  critical  importance  in  the  provision 
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of  health  services.  However,  we  sincerely  believe  that  application  of  these  criteria 
to  project  reviews  will  result  in  the  frustration  of  planning  efforts  because  most 
planning  agencies  have  neither  the  staff  time  nor  expertise  to  evaluate  such  factors 
for  every  applicant,  especially  in  view  of  cost  variances  between  institutions  caused  by 
a complex  matrix  of  factors,  including  differences  in  medical  staff  practice  patterns, 
intensity  of  services,  patient  mix,  capacity,  and  age  and  condition  of  the  physical  plant. 

Therefore,  we  urge  the  Committee  to  delete  Section  148(a)  and  (b)  from  the  bill  in  order 
to  avoid  entangling  the  planning  process  in  administrative  and  legal  burdens  which  can 
only  lessen  its  credibility. 

III.  Institutional  Representation  on  Planning  Bodies 

Useful  health  care  planning  requires  cooperation  among  all  affected  components  of  the 
community,  including  consumers,  government,  physicians,  institutions  and  other  providers. 
Hospitals  are  a particularly  complex  component  of  the  health  care  system,  in  which  many 
apparently  diverse  interests  must  be  reconciled.  Hospital  administrators  must  consider 
the  needs  and  interests  of  the  institution's  medical  staff,  its  nurses,  its  technicians 
and  other  practitioners,  its  non-professional  employees  and,  above  all,  its  patients. 
Consequently,  the  hospital  administrator's  knowledge  and  experience  is  invaluable  at 
all  levels  of  planning — local,  state  and  federal — and  the  expanded  use  of  this  expertise 
in  the  planning  process  would  improve  the  acceptability  of  planning  and  review  decisions. 

The  principal  impact  of  the  statute  is  upon  providers  of  major  institutional  services — 
for  the  most  part,  hospitals.  However,  as  it  is  now  written,  there  is  no  provision  to 
ensure  any  representation  of  hospital  administrators  at  all  levels  of  the  planning 
structure.  An  agency  board  devoid  of  such  representation  might  fail  to  consider  important 
issues  in  discharging  its  planning  and  review  functions,  with  the  risk  of  turning  the 
entire  process  into  a confrontation  between  adversaries,  instead  of  a cooperative  effort 
to  solve  community  problems.  Consequently,  provisions  must  be  included  in  the  Act  to 


386 


provide  specifically  for  the  inclusion  of  hospital  administrators  on  planning  bodies 
and  advisory  committees. 

AHA  supports  the  expansion  of  the  National  Council  and  the  concomitant  inclusion  of  the 
Assistant  Secretary  for  Rural  Development  and  representatives  of  rural  and  urban 
medically  underserved  areas,  as  provided  in  Section  101  of  S.544.  We  urge,  in  addition, 
that  the  number  of  providers  be  increased,  in  order  to  maintain  a balance  between 
consumer  and  provider  members;  and  that  the  inclusion  of  a hospital  administrator,  a 
concept  which  was  supported  last  year  during  Senate  debate,  be  ensured  by  specific 
language. 

On  the  state  level,  we  urge  that  Section  1524(b)(1)(c)  of  P.L. 93-641  be  amended  to 
increase  the  proportion  of  direct  providers  on  the  Statewide  Health  Coordinating  Council 
from  one-third  to  one-half  of  all  provider  representatives,  and  to  ensure  that  at  least 
one  of  the  provider  representatives  shall  be  a representative  of  hospital  administration. 

The  AHA  supports  the  changes  proposed  in  Sections  110-114  of  S.544  which  clarify  the 
restrictions  on  representation  on  local  planning  bodies.  We  especially  endorse 
Section  111(a)  which  permits  participation  on  HSA  boards  by  providers  whose  principal 
place  of  business  is  within  the  service  area  and  Section  114(b)  which  establishes  that 
ex-officio  members  shall  be  non-voting.  The  latter  concern  has  been  especially  trouble- 
some with  regard  to  representatives  of  federal  facilities.  It  is  inequitable  that  such 
ex-officio  members  have  voting  power  when  their  facilities  are  not  formally  accountable 
under  the  planning  law. 

Section  113  increases  the  number  of  provider  categories.  While  it  is  worthwhile  to 
have  representation  of  a broad  range  of  interests,  we  believe  that  there  should  be  a 
concomitant  amendment  guaranteeing  that  at  least  one  provider  member  shall  represent 
hospital  administration.  AHA  also  suggests  that  at  least  one-half  of  the  provider 
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members  should  be  direct  providers,  in  keeping  with  our  concerns  outlined  at  the 
beginning  of  this  section. 

AHA  also  supports  Section  141(b)  of  the  bill  which  clarifies  that  consumers  who  serve 
on  governing  boards  of  other  health  organizations  or  agencies  should  be  considered 
consumers  and  not  indirect  providers. 

The  Act's  broad  definition  of  "indirect  providers"  has  engendered  considerable  uncer- 
tainty and  has,  in  some  cases,  diluted  or  precluded  the  participation  of  individuals 
who  are  directly  involved  in  the  provision  of  health  care.  Persons  who  are  in  fact 
non-providers,  with  only  coincidental  or  indirect  ties  to  the  health  system  and  some 
who  occasionally  have  direct  conflicts  with  providers  are  presently  included  in  the 
classification  of  "indirect  providers."  He  urge  that  such  persons  and  organizations 
should  be  qualified  to  serve  as  consumer  representatives. 

Accordingly,  the  American  Hospital  Association  recommends  that  the  definition  of  "Indirect 
provider"  not  include  (i)  members  of  the  immediate  family  of  an  indirect  provider, 

(ii)  any  individual  who  receives  less  than  one-quarter  of  his  gross  income  from  health 
care  interest  or  direct  providers,  (iii)  organizations  wich  are  basically  concerned  with 
education  and  research  to  aspects  of  particular  diseases,  such  as  the  Heart  Fund  or 
the  National  Foundation,  or  (iv)  insurers  which  do  not  provide  health  services  to  the 
public,  either  directly  or  through  affiliates  or  subsidiaries. 

IV.  Due  Process  Guarantees 

The  AHA  supports  those  amendments  which  would  ensure  providers  the  protections  of  due 
process  during  the  course  of  reviews  conducted  under  the  Act,  especially  those  which 
are  regulatory  or  quasi- judicial.  These  provisions  are  necessary  to  protect  the  legal 
and  economic  rights  of  parties  and  to  provide  a sense  of  orderliness  and  fairness  which 
area f ten  absent  from  the  present  system,  both  in  project  review  and  in  planning. 
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Specifically,  AHA  endorses  the  notice,  hearing,  and  appeal  provisions  of  Sections  117, 
133,  143,  144,  145,  146,  and  147.  We  especially  commend  Section  144 (a) , eliminating 
the  "pocket  veto"  provision  of  the  law,  which  encourages  unnecessary  delay  and  secrecy 
and  substantially  handicaps  public  understanding  of  the  planning  process. 

The  Association  would  like  to  recommend  three  additional  due  process  guarantees  that 
should  be  incorporated  into  P.L. 93-641  and  which  would  complement  the  changes  proposed 
in  S.544. 

1.  Section  1532(b)  of  the  Act  should  guarantee  the  opportunity  for  all  affected 
persons  to  be  represented  by  counsel  in  reviews  pursuant  to  Sections  1513(e),  (f), 
and  (g)  and  1523(4),  (5),  and  (6)  and  in  other  procedures  where  appropriate.  This 
would  better  protect  the  cross-examination  guarantees  proposed  in  Section  144(c)  of 
S.544. 

2.  The  AHA  believes  that  any  affected  party  should  have  the  right  of  an  administra- 
tive appeal  to  an  independent  hearing  officer  (or  other  agency  as  provided  by  state  law) 
of  a final  decision  of  a state  agency.  Consequently,  we  would  delete  the  restrictive 
provisions  of  Section  1522(b) (13)  and  add  a broader  guarantee  under  Section  1532(b) 

of  P.L. 93-641. 

3.  The  guarantee  of  judicial  review  should  be  made  available  to  persons  adversely 
affected  by  decisions  of  HSAs  pursuant  to  Sections  1513(e),  (f),  and  (g). 

Finally,  we  would  like  to  point  out  that  the  scope  of  judicial  review  proposed  in  Section 
133  of  the  bill  is  exceedingly  narrow.  Experience  discloses  no  reason  for  granting  a 
more  restricted  scope  of  review  to  state  agency  decisions  than  is  generally  available 
for  review  of  federal  agency  decisions  under  the  Administrative  Procedure  Act  (APA)  and 
the  comparable  statutes  or  common  law  of  most  states.  We  urge  the  Committee  to  adopt 
language  which  will  permit  the  same  scope  of  review  of  state  agency  decisions  as  that 
generally  available  with  respect  to  other  administrative  agencies  in  the  state  or,  in 
the  alternative,  that  available  under  the  APA. 
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V.  Appropriateness  Review 

The  American  Hospital  Association  advocates  the  deletion  of  appropriateness  review 
from  the  functions  of  HSAs  and  state  agencies.  No  acceptable  definition  of  this  func- 
tion exists  and  many  planning  experts  have  expressed  the  viewpoint  that  HSAs  and 
state  agencies  cannot  effectively  implement  this  provision,  especially  if  all  institu- 
tional health  services  must  be  reviewed  periodically.  Such  reviews  are  fundamentally 
different  in  their  nature,  purpose,  and  effect  from  other  reviews  mandated  by  the  Act. 

By  their  nature,  appropriateness  reviews  deal  with  services  into  which  personal  and 
financial  investments  have  already  been  made.  Such  reviews  have  significantly  greater 
potential  to  interject  an  adversary  relationship  into  the  planning  process  than  reviews 
of  proposals  for  new  services.  Extended  legal  and  administrative  burdens  on  the 
planning  process  are  likely  to  result,  reducing  the  effectiveness  of  the  process  as  a 
whole.  We  believe  that  an  overall  assessment  of  facilities  and  services  is  a part  of 
the  preparation  of  a Health  Systems  Plan.  A more  effective  and  comprehensive 
planning  and  certification  of  need  process  can  serve  as  the  mechanism  to  assess  the 
overall  appropriateness  of  facilities  and  services  to  part  of,  rather  than  as  an 
addition  to,  the  planning  process. 

Should  appropriateness  review  not  be  deleted  from  the  Act,  the  law  must  be  amended  to 
reinforce  the  concept  inherent  in  the  original  statutory  language  that  areawide  review 
is  the  most  effective  form  of  appropriateness  review.  Such  areawide  review  of 
selected  services  can  be  consistent  with  the  overall  framework  of  the  comprehensive 
health  planning  legislation.  The  scope  and  procedures  of  the  review  must  be  established 
in  a way  which  will  not  overburden  either  the  institutions  or  the  HSAs,  whose  funds  and 
staffs  are  stretched  already  by  their  planning  and  project  review  activities.  If  HSAs 
are  permitted  to  phase  in  their  programs  as  capabilities  permit,  their  credibility  and 
effectiveness  will  be  greatly  enhanced. 
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In  this  context,  AHA  believes  that  Section  124  of  the  bill,  which  focuses  the  scope  of 
appropriateness  review  to  those  services  identified  in  the  State  Health  Plan,  is  a 
proper  measure.  We  would  urge  that  the  same  limitation  apply  to  state  agencies  under 
Section  1523(a)  of  the  Act.  We  would  further  urge  that  language  be  added  to  Sections 
1513(g)  and  1523(b)  to  clarify  that  appropriateness  review  recommendations  are  not  to 
be  made  on  an  institution-specific  basis. 

Finally  in  this  regard,  we  would  piont  out,  as  detailed  in  Section  II  of  these  comments, 
that  we  do  not  believe  that  HSAs  generally  possess  the  staff  or  the  resources  to  review 
the  cost-effectiveness  and  the  quality  of  services  being  delivered  by  any  particular 
institution,  as  suggested  in  Section  123(a)  of  the  bill.  We  strongly  oppose  this 
provision  and  believe  it  would  tend  to  discredit  the  planning  process  through  the 
controversy  which  would  follow  its  effectuation. 

VI.  Coordination  Between  HSAs  and  Health  Care  Institutions 

AHA  supports  Section  122  of  the  bill  which  requires  that  planning  agencies  coordinate 
their  activities  with  state  rate  review  agencies.  Such  a requirement  will  further 
encourage  the  coordination  of  internal  institutional  planning  and  areawide  health  planning. 
However,  we  believe  that  further  direction  toward  cooperative  effort  in  P.L. 93-641  is 
necessary. 

Experience  has  demonstrated  that  effective  health  planning  requires  extensive  cooperation 
between  the  public  planning  agencies  and  the  institutions  whose  future  existence  and 
activities  are  being  planned.  National  health  policy  should  encourage  both  agencies 
and  institutions  to  recognize  that  planning  is  the  exclusive  responsibility  of  neither. 
Results  for  both  are  often  directly  proportional  to  the  degree  of  such  cooperation. 

Both  possess  experience  and  skills  often  not  shared  by  the  other  party. 

The  activity  of  any  HSA,  however,  must  stop  short  of  determining  how  services  should  be 
administered  and  how  facilities  should  be  managed.  In  some  instances,  HSAs  have  attempted 
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to  impose  upon  hospitals  their  own  ideas  of  management  techniques,  even  to  the  extreme 
of  efforts  to  select  hospital  board  members  and  to  require  medical  staff  appointments 
at  HSA  initiative  despite  the  responsibility  of  the  governing  board  for  the  quality  of 
care  at  the  hospital. 

We  propose  amendments  to  Sections  1513(d)  and  1532  which  would  require  HS As  to  coordinate 
their  activities  with  institutional  providers  of  health  care  and  also  prohibit  HSAs 
from  exercising  any  supervision  or  control  over  the  practice  of  medicine,  the  selection 
or  tenure  of  institutional  board  members,  trustees,  officers  or  employees,  or  the 
direct  administration  and  operation  of  an  institution. 

VII.  Penalties  for  States  Not  in  Compliance 

We  agree  with  the  intent  of  Section  132  of  the  bill  which  would  mitigate  the  impact  of 
the  penalty  provision  in  Section  1521(d)  of  P.L. 93-641  over  the  next  three  years.  To 
date  only  eight  states  have  been  fully  designated  under  the  planning  law.  The 
problems  at  the  state  level  stem  in  part  from  a reluctance  on  the  part  of  the  states 
to  accept  rigid  HEW  guidelines  and  the  uncertainty  attendant  upon  the  failure  of  the 
95th  Congress  to  enact  a three-year  extension  of  the  Act.  The  interests  of  rational 
health  planning  require  an  extension  of  time  for  states  to  develop  their  planning  and 
regulatory  structures  required  by  the  law. 

However,  loss  of  even  partial  P.H.S.  program  funding  pursuant  to  Section  1521  could  be 
a major  setback  to  the  health  programs  of  many  states.  AHA  proposes  that  no  sanction 
be  imposed  prior  to  October  1,  1983.  Further,  we  suggest  that  the  deadline  in  Section 
1523(b)  for  state  agency  implementation  of  a CON  law  also  be  extended  to  September  30, 
1983. 

VIII . Conflict  of  Interest 

Section  104  of  the  bill  would  require  HSAs  and  SHCCs  to  adopt  procedures  to  prevent 
conflicts  of  interest  involving  matters  before  these  bodies.  A definition  is  proposed 
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for  such  conflicts,  and  the  Secretary  is  required  to  promulgate  implementing  regulations 
that  define  procedures  and  conditions  under  which  a conflict  of  interest  warrants  the 
exclusion  of  an  individual  from  the  review  process.  AHA  supports  the  disclosure  of 
conflicts  of  interest  by  members  of  HSAs  or  SHCCs  or  their  employees,  and,  in  such 
cases,  their  exclusion  from  participation  in  the  review  process.  The  amendment  in 
Section  104  includes  as  a conflict  any  substantial  direct  or  indirect  "competitive... 
interest"  in  any  matter  "regarding  any  person,  institution,  organization,  or  other 
entity." 

While  we  agree  that  no  individual  should  participate  in  a proceeding  in  which  the 
individual  is  the  sponsor  of  an  application  or  has  an  interest  in  a directly  competing 
proposal  for  the  same  equipment  or  service,  we  are  concerned  that  Section  104,  as 
currently  drafted,  leaves  open  the  possibility  that  a "competitive"  interest  could  be 
so  broadly  construed  as  to  unnecessarily  limit  provider  participation  in  review 
activities.  We  therefore  recommend  to  the  Committee  that  this  provision  be  redrafted 
to  avoid  this  problem. 

The  AHA  also  supports  the  addition  of  language  to  Section  1512(b)  to  eliminate  the 
possibility  that  a major  purchaser  or  provider  of  health  services  could  be  appointed 
to  act  as  a health  systems  agency,  thus  creating  a potentially  major  conflict  of  interest. 
Many  units  of  local  government  are  major  providers  or  purchasers  of  health  care, 
frequently  operating  municipal  or  county  hospitals  or  being  charged  with  responsibility 
for  administering  and  funding  Medicaid  or  welfare  programs  under  which  health  services 
are  provided  to  segments  of  the  population.  The  potential  conflict  between  the  govern- 
ment as  planner  and  the  government  as  provider  or  purchaser  is  clear.  The  multitude  of 
safeguards  in  P.L. 93-641,  designed  to  assure  that  agencies  would  not  be  dominated  by 
provider  or  purchaser  interests,  indicate  that  Congress  did  not  intend  this  result. 


I AHA  proposes  that  the  statute  be  amended  to  prohibit  local  government  agencies  and 
| private  organizations  that  are  major  purchasers  or  providers  of  health  care  from 
|,  being  designated  as  HSAs. 

I IX.  Planning  Grants  to  HSAs 

AHA  supports  the  increased  funding  levels  for  HSAs  contained  in  Section  129  of  the  bill. 
Higher  funding  levels  will  improve  HSA  performance  and  program  development.  Only  if  HSAs 
have  adequate  resources  can  they  perform  their  jobs  propoerly  and  establish  the 
credibility  of  the  planning  process. 

In  this  regard,  AHA  proposes  two  additional  amendments  which  would  further  the  develop- 
ment of  HSAs  through  financial  assistance. 

1.  AHA  supports  an  amendment  to  Section  1516(b)  of  P.L. 93-641  to  specify  that 
conditionally  designated  HSAs  shall  be  funded  at  the  same  level  as  their  fully  designated 
counterparts.  Conditionally  designated  agencies  are,  by  definition,  in  a developmental 
stage  and  their  effective  performance  and  progress  toward  full  designation  depend  on 
adequate  resources. 

2.  We  support  an  amendment  to  Section  1512(b)(5)  to  increase  funding  for  HSAs  by 
permitting  a broadened  base  of  non-federal  funds.  As  an  alternative  to  the  severe 
\ limitations  now  imposed  by  the  law,  there  should  be  a clarification  as  to  the  sources 
from  which  an  HSA  cannot  accept  contributions  because  of  potential  conflicts  of  interest. 

X.  Other  Sections  of  S.544 

We  would  like  to  address  our  comments  in  this  section  to  further  subject  areas  of  S.544 
for  which  the  AHA  amendment  package  does  not  include  specific  comments. 

Program  for  Voluntary  Reductions  In  Service  and  Capacity 

Section  206  of  S.544  would  amend  Title  XVI  to  provide  three  forms  of  assistance  to  hospi- 
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incentives  for  discontinuance  of  unneeded  services  or  facilities. 
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The  first  would  provide  financial  assistance  to  hospitals  which  discontinue  all  inpatient 
services,  if  these  services  are  determined  by  the  planning  process  to  be  unneeded.  It 
would  provide  funds  to  retire  existing  indebtedness  attributable  to  equipment  or 
facilities.  In  addition,  it  would  provide  an  incentive  payment  for  certain  limited  pur- 
poses. We  support  this  provision  and  urge  that  it  be  retained  in  the  final  bill. 

A second  form  of  incentive  proposed  under  this  amendment  is  intended  to  encourage  dis- 
continuance of  unneeded  services  in  an  identifiable  unit  of  a hospital.  This  provision 
seems  to  deal  with  the  issue  less  adequately  than  the  support  offered  for  total  closure 
of  inpatient  services.  Specifically,  there  is  no  provision  for  debt  retirement.  This 
deficiency,  in  combination  with  the  limitation  on  the  level  of  incentive  payment,  may 
prevent  a hospital  from  meeting  the  costs  of  closure.  We  recommend  that  the  financial 
support  for  the  costs  of  closure  of  an  identifiable  unit  of  a hospital  be  similar  to 
the  provisions  we  have  supported  for  the  closure  of  all  inpatient  services  of  a hospital. 

The  third  form  of  incentive  proposed  would  encourage  the  conversion  of  an  identifiable 
part  of  a hospital  which  is  underutilized  into  a needed  long  term  care  facility, 
ambulatory  care  facility,  or  any  other  service  designated  by  the  Secretary  and  approved 
by  the  planning  process.  The  payment  would  amount  to  50  percent  of  the  costs  of  con- 
version. We  strongly  support  this  provision. 

Staff  Expertise 

AHA  supports  Section  105,  which  would  require  that  HSA  staff  expertise  include  financial 
and  economic  analysis  and  public  health  issues.  The  addition  of  this  requirement  will 
strengthen  the  planning  process,  since  rational  planning  decisions  can  only  be  made  by 
planning  body  members  with  adequate  staff  support. 

We  suggest,  further,  that  Section  105  be  modified  to  include  a requirement  that  HSA 
staff  expertise  also  encompass  knowledge  of  hospital  administration,  inasmuch  as  a full 
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understanding  of  the  complexities  of  operating  and  financing  a hospital  is  essential 
for  the  proper  analysis  of  issues  involving  health  care  institutions. 

Health  Plan  Requirements 

Section  118  of  the  bill  would  make  several  requirements  related  to  Health  Systems  Plans 
and  State  Health  Plans.  The  AHA  opposes  Subsections  (b)  and  (.e)  of  this  section. 

Subsection  118(b)  would  require  that  state  CON  decisions  be  consistent  with  the  State 
Health  Plan.  We  believe  this  provision  is  too  restrictive  because  one  cannot  reasonably 
expect  that  all  justifiable  needs  will  be  anticipated  in  the  Plan.  We  recommend  that 
flexibility  be  allowed,  so  that  a state  agency  can  grant  a CON  in  a case  of 
demonstrable  need,  though  it  may  not  be  specifically  included  in  the  State  Health  Plan. 

Subsection  118(e)  would  require  that  the  State  Health  Plan  must  be  completed  before  a 
state  agency  can  receive  grants  under  Section  1525  of  the  Act,  We  agree  that  a 
completed  State  Health  Plan  is  essential  to  a proper  planning  process.  However,  this 
proposed  change  could  place  states  in  an  untenable  situation  by  denying  them  the 
resources  required  to  produce  a Plan  on  the  basis  that  they  do  not  already  have  one. 

The  existing  authority  in  Section  1525(b)  can  be  used  effectively  to  ensure  timely 
completion  of  State  Health  Plans,  since  it  already  permits  HEW  to  restrict  its  grant 
activities  to  fit  particular  situations. 

Public  Hospital  Modernization 

Section  204  of  the  bill  would  extend  and  increase  the  authorizations  in  Section  1625(d) 
of  the  Act,  under  which  construction  and  modernization  project  grants  are  provided  to 
public  hospitals  to  eliminate  or  prevent  safety  hazards  or  to  avoid  noncompliance  with 
state  licensure  or  voluntary  accreditation  standards. 

AHA  strongly  supports  the  expansion  of  this  needed  program  of  assistance  to  public 
hospitals,  for  which  funds  are  sorely  needed.  We  would  also  recommend  that  the  scope 
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and  authorization  for  this  program  be  expanded  to  include  justified  projects  in  private 
not-for-profit  facilities.  Such  a grant  program  should  certainly  be  limited  to 
assisting  projects  where  both  the  need  for  structural  improvement  and  the  financial 
capability  of  the  institutions  make  such  support  imperative.  For  example,  in  many 
urban  and  rural  poverty  areas  there  are  both  private  not-for-profit  and  public  hospitals 
providing  essential  health  care  services.  These  institutions  are  incapable  of 
mobilizing  the  necessary  financial  resources  for  the  purposes  identified  in  Section  1625. 
In  the  case  of  private  hospitals,  some  are  unable  to  qualify  for  a loan  because  of 
their  precarious  financial  position.  In  these  instances,  the  availability  of  some 
government  grant  funds  is  crucial.  Therefore,  we  applaud  Section  204,  and,  further,  we 
recommend  an  increase  in  the  authorization  levels  in  this  section,  together  with  the 
inclusion  of  eligibility  of  private  not-for-profit  facilities  for  this  targeted  grant 
program. 

XI.  Other  Amendments  Recommended  by  AHA 

The  AHA  supports  amendments  to  P.L. 93-641  in  five  areas  not  specifically  addressed  in 
S.544,  which  are  described  below. 

A.  Provision  of  Free  Care.  Under  the  original  Hill-Burton  Act,  each  applicant  for  a 
hospital  construction  grant  could  be  required  to  assure  that  a reasonable  volume  of 
hospital  services,  subject  to  financial  feasibility,  would  be  made  available  by  the 
hospital  to  persons  unable  to  pay — a provision  still  in  effect.  The  statute  also 
included  a provision  that,  if  any  hospital  receiving  assistance  under  the  program  ceased 
operation  or  was  converted  from  a nonprofit  facility  within  20  years  from  the  completion 
of  construction,  the  United  States  would  be  entitled  to  recover  a portion  of  the 
assistance  provided.  No  repayment  was  required  beyond  the  20  year  period. 

Some  25  years  after  the  passage  of  the  Hill-Burton  Act,  regulations  were  promulgated  by 
HEW  to  quantify  the  "reasonable"  volume  of  free  services  required  to  be  provided  by 
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Hill-Burton  assisted  facilities.  Under  these  regulations,  hospitals  in  receipt  of 
Hill-Burton  assistance  were  required  to  provide  charity  care  for  a period  of  20 
years  from  the  date  the  assistance  was  provided.  The  methods  established  by  the 
regulations  for  determining  the  required  annual  amount  of  free  care  resulted  in  the 
potential  payback  over  20  years  of  twice  the  amount  of  the  original  assistance. 

Despite  the  fact  that  Title  XVI  contains  the  same  right  of  recovery,  HEW  has  mis- 
interpreted the  statutory  requirement  to  require  perpetual  obligations  for  charity 
care  and  community  service.  To  clarify  this  situation,  we  recommend  that  the  Committee 
adopt  our  amendment  to  Section  1604  to  explicitly  limit  the  assurances  to  20  years  or 
the  life  of  a loan.  This  clarification  is  supported  by  the  20  year  statutory  limit  on 
HEW's  right  of  recovery  for  diversion  of  funds  to  an  unauthorized  purpose,  common 
understanding  since  the  inception  of  the  Hill-Burton  program  in  1946,  and  by  a U.S. 
Court  of  Appeals  decision  that  recognized  such  limitation. 

B.  Uniform  Cost  Accounting  and  Reporting.  The  AHA  opposes  establishment  of  mandatory 
uniform  accounting  requirements,  but  supports  uniform  reporting  of  costs,  rates  and 
services.  However,  Section  1533(d)  of  the  National  Health  Planning  and  Resources 
Development  Act  calls  for  the  development  by  the  Secretary  of  uniform  systems  for 
cost  accounting.  A mandated  system  of  accounting  which  lacks  flexibility  when  applied 
to  local  situations  cannot  be  implemented  without  impairing  management  responsibility 
and  accounting  innovation.  The  importance  of  a flexible  accounting  system,  which  will 
enable  institutions  to  continue  to  adhere  to  generally  accepted  accounting  principles 
as  they  evolve,  cannot  by  overemphasized. 

AHA,  therefore,  recommends  that  Section  1533(d)  and  Section  1502(9)  be  deleted. 


C.  Federal  Hospital  Construction  Standards.  Health  care  facilities  are  frequently 


subject  to  the  construction  standards  of  a multiplicity  of  agencies.  Federal  agencies, 
such  as  HEW,  the  Department  of  Labor,  and  the  Department  of  Housing  and  Urban  Develop- 
ment, often  require  compliance  with  construction  standards  as  a condition  for  participa- 
tion in  their  programs  or  for  financial  assistance.  State  and  local  agencies  also  impose 
standards  through  various  certification  or  licensure  laws  and  building,  fire,  and 
sanitation  codes. 

Further  complicating  the  situation  is  the  fact  that  new  codes  are  constantly  under 
development  and  old  ones  are  subject  to  frequent  revisions.  Different  authorities  often 
enforce  different  revisions.  Multiple  codes  produce  added  costs  for  institutions 
which  ultimately  must  be  passed  on  to  patients  and  third-party  payers. 

The  Association  believes  that  the  federal  government  should  take  the  lead  in  cooperation 
with  AHA  and  other  appropriate  organizations  in  resolving  this  situation  by  developing 
a single  set  of  codes  and  standards  for  the  physical  requirements  of  hospitals  and  other 
institutional  health  facilities  which  would  apply  to  all  federal  programs  and  to  which 
state  and  local  governments  would  be  encouraged  to  adhere. 

In  regard  to  state  and  local  authorities,  there  may  be,  in  some  instances,  a 
demonstrated  need  for  different  emphases  in  different  parts  of  the  country  because  of 
geographical  or  environmental  distinctions.  These  distinctions  can  generally  be 
accommodated  by  permitting  state  and  local  authorities  to  impose  additional,  but  not 
conflicting,  requirements  to  account  for  hazards  from  earthquakes,  hurricanes,  floods,  etc. 

D.  Review  Functions  of  HSAs  and  SHCCs.  The  AHA  recommends  amendments  to  Sections  1513(e) 
and  1524(c)  that  are  designed  to  clarify  the  advisory  roles  of  HSAs  and  Statewide  Health 
Coordinating  Councils  (SHCCs)  with  regard  to  review  of  applications  for  various  types  of 
federal  funds.  Current  law  suggests  that  the  federal  government  has  delegated  to  HSAs 
and,  in  some  instances,  to  SHCCs,  the  decision-making  authority  over  applications  for 


399 


federal  health  grants  to  local  entities  or  to  states.  We  do  not  believe  that  this  is, 
or  should  be,  the  practice. 

Planning  agencies  have  been  given  the  responsibility  to  review  proposals  to  determine 
their  consistency  with  established  areawide  or  state  health  plans,  not,  we  believe,  to 
approve  or  disapprove  projects.  The  distinction  which  we  propose  between  advisory 
and  decision-making  rules  would  keep  planning  agencies  in  the  business  of  planning  and 
out  of  the  realm  of  regulation.  The  final  decision  regarding  federal  project  grants 
rests  with  the  responsible  state  agency,  taking  into  account  the  recommendations  of 
local  planning  units.  We  would  amend  the  language  in  these  sections  which  suggest 
otherwise. 

E.  Health  Services  Development  Grant  Functions  of  HSAs.  AHA  endorses  federal  funding 
support  for  developmental  assistance,  which  we  regard  as  a highly  desirable  function. 
However,  we  believe  that  the  provisions  of  P.L. 93-641  which  would  provide  area  health 
services  development  funds  to  HSAs  should  be  changed . This  authority  dilutes  the  focus 
of  HSA  planning  activity  by  extending  the  functions  of  the  agency  to  grant  making  and 
grant  managing.  This  should  be  the  responsibility  of  the  state  agency  which  would  be 
able  to  determine  statewide  priorities  and  more  effectively  allocate  federal  funds. 

This  would  also  help  avoid  a conflict  for  HSAs  in  having  to  review  objectively  proposals 
which  were  planned  with  area  development  funds  awarded  by  the  HSAs. 

XII.  Conclusion 

The  American  Hospital  Association  continues  to  support  the  development  of  sound  health 
planning  through  the  successful  implementation  of  the  National  Health  Planning  and 
Resources  Development  Act  of  1974.  We  stand  ready  to  assist  the  Committee  in  any  way 
we  can  to  modify  the  Act  to  assure  such  development. 
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535  NORTH  DEARBORN  STREET  • CHICAGO.  ILLINOIS  60610  • PHONE  (312)  751-6000  * TWX  910-221-0300 


American  Medical  Association 


(751-6200) 


March  21,  1979 


The  Honorable  Edward  M.  Kennedy 
Chairman 

Subcommittee  on  Health  and  Scientific  Research 
Committee  on  Labor  and  Human  Resources 
United  States  Senate 
Washington,  D.C.  20510 


Dear  Chairman  Kennedy: 

The  American  Medical  Association  submits  its  comments  regarding  S.  544, 

"The  Health  Planning  Amendments  of  1979". 

There  are  many  areas  of  PL  93-641  that  need  change  before  community-based 
health  planning  can  become  a reality.  S.  544  makes  some  of  these  changes  and 
we  have  attached  to  our  statement  a summary  of  other  amendments  believed  necessary. 
We  believe  that  our  amendments  are  fundamental  to  making  the  health  planning 
system  more  responsive  to  the  needs  of  each  community.  By  being  so  responsive, 
health  planning  can  better  achieve  desirable  objectives. 

In  our  statement  we  have  sought  to  address  certain  important  areas  of 
S.  544.  We  have  pointed  out  our  opposition  to  extension  of  certif icate-of-need 
to  physicians'  offices  and  to  unfair  advantages  for  HMOs.  We  have  also  pointed 
out  our  support  for  programs  providing  appropriate  incentives  for  closures  and 
conversions.  Our  primary  concern  on  these  stands  is  the  maintenance  of  access 
to  quality  health  care. 

We  are  prepared  to  meet  with  your  Subcommittee  or  the  full  committee  to 
discuss  the  specific  language  of  our  proposals. 


Re:  S.  544,  "The  Health  Planning 
Amendments  of  1979" 


Sincerely 3 


James  H.  Sammons,  M.D. 


JHS: sr 


Attachment 
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STATEMENT 
of  the 

AMERICAN  MEDICAL  ASSOCIATION 
to  the 

Subcommittee  on  Health  and  Scientific  Research 
Committee  on  Labor  and  Human  Resources 
United  States  Senate 


Re:  S.  544,  The  Health  Planning  Amendments  of  1979 

March  21,  1979 


The  American  Medical  Association  supports  community-based  health  planning 
as  an  important  element  in  the  efficient,  effective  delivery  of  high  quality 
medical  care  to  patients.  The  distribution  of  health  resources  must  be  a 
rational  process  in  order  that  the  availability  and  quality  of  care  not  be  ad- 
versely affected  by  inappropriate  decisions  concerning  the  need  for  services. 

Health  planning  must  be  flexible  enough  to  accommodate  the  different 
medical  needs  of  individual  patients  and  to  insure  the  availability  of 
high  quality  medical  care  for  all  persons  who  need  it.  This  can  best  be 
achieved  by  placing  the  planning  authority  and  power  at  the  local  level  and  by 
insuring  that  those  most  directly  involved  in,  and  knowledgeable  about,  the  use 
of  medical  services  at  the  local  level  have  the  basic  responsibility  for 
making  decisions  regarding  the  quality,  distribution  and  availability  of 
services. 

PL  93-641,  as  presently  written  and  implemented,  does  not  meet  these 
standards  and  unless  corrective  action  is  taken  by  the  Congress,  the  law 
should  be  repealed. 
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S.  544  does  contain  some  needed  improvements  to  the  health  planning  process; 
however,  it  does  not  go  far  enough  and  we  offer  additional  amendments  (description 
attached)  that  would  more  nearly  achieve  community-oriented  health  planning. 
Further,  there  are  other  provisions  which  we  believe  would  perpetuate  some  of 
the  problems  now  in  PL  93-641.  He  urge  Congress  to  reject  any  proposal  that 
would  inhibit  the  delivery  of  high  quality  medical  care  or  that  would  discourage 
the  participation  of  any  interested  parties  in  the  health  planning  process. 

Three  major  proposals  found  in  S.  544  must  be  addressed.  These  are  the  ex- 
tension of  certif icate-of-need  to  physicians'  offices,  the  conversion  or  discon- 
tinuance of  health  facilities,  and  the  certificate-of-need  process  as  it  affects 
health  maintenance  organizations. 

Coverage  of  Physicians'  Offices  Under  Certificate-of-Need 

S.  544  would  require  extension  of  certificate-of-need  to  the  physician's 
office  by  covering  purchases  of  "diagnostic  or  therapeutic  equipment"  when  the 
state  planning  agency  has  determined  that  the  equipment  will  be  used  on  a regu- 
lar basis  for  inpatient  care.  Such  extension  of  the  planning  law  must  be 
examined  carefully. 

The  language  of  the  provision  requires  that  each  state  adopt  it  as  a minimum, 
part  of  its  CON  law.  The  decision  whether  to  include  physicians'  offices  has 
already  been  made  by  many  states.  Some  have  extended  CON  to  physicians'  offices, 
but  most  have  decided  against  such  an  action.  We  believe  that  this  decision  shoul 
continue  to  remain  with  each  state  which  can  best  determine  its  own  planning 
mechanisms  designed  to  meet  its  own  needs.  The  federal  government  should  not  sub- 
stitute its  judgements  for  that  of  the  state  legislatures. 

We  must  question  how  the  provision  would  apply.  Would  regular  use  for  in- 
patients be  a consideration  only  at  the  time  of  purchase?  Or  would  the  state  be 
free  to  examine  the  patterns  of  use  at  anytime?  What  would  be  considered  "regular 
use? 
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The  language  of  this  provision  is  vague  and  too  much  subject  to  inappropriate 
definition  in  regulations.  Lack  of  clarity  such  as  this  permeates  PL  93-641 
and  has  contributed  to  many  of  the  problems  experienced  during  its  implementation. 
More  vague  statutory  language  is  not  needed  in  this  Act. 

He  also  point  out  that  the  evidence  supporting  the  notion  that  certfficate- 
of-need  results  in  significant  cost  savings  is  not  complete.  That  is  why  our 
amendments  call  for  a thorough  study  of  the  certificate-of-need  process  to 
determine  its  efficacy.  Until  the  study  is  made  and  such  evidence  is  compiled, 
consideration  of  any  extension  of  certificate-of-need  would  be  inappropriate. 

We  would  also  offer  an  amendment  that  would  make  certificate-of-need  for 
institutional  services  a state  option.  Par  better,  we  believe,  than  any  coercive 
force  by  the  federal  government,  would  be  a system  that  permits  the  state  to 
elect  whether  or  not  to  enact  a certificate-of-need  law.  Permitting  states  to 
seek  alternate  mechanisms  could  lead  tc  other,  very  effective  planning  tools. 
However,  under  the  restrictions  of  current  law,  such  experimentation  is  precluded 
and  we  may  never  know  if  better  solutions  await  discovery. 

We  also  note  that  S.  544  would  redefine  the  phrase  "institutional  health 
services"  so  as  to  include  "health  services  provided  through  health  care  facili- 
ties as  defined  ir.  ' • of  the  Secretes  including,  but  not  limited  to, 

private  and  public  hospitals,  rehabilitation  facilities  and  nursing  homes" 

Emphasis  added; . 

This  definition  is  so  broad  that,  depending  solely  upon  his  definition  of 
"health  care  facilities,"  the  Secretary  night  seek  to  assume  authority  to  in- 
clude virtually  any  service.  Experience  has  shown  that  the  Secretary  will  seek 
to  define  terms  in  the  broadest  sense  possible.  Therefore,  the  proposed  defi- 
nition, we  believe,  might  be  used  as  a basis  by  HEW  to  include  services  in 
physicians'  offices.  Clarification  should  he  made  in  this  language  to  preclude 
such  a result. 
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Conversion  of  Health  Facilities 

S.  544  amends  Title  XVI  of  the  Public  Health  Service  Act  (Health  Resources 
Development)  to  establish  a voluntary  program  for  the  discontinuance  or  con- 
version of  unneeded  health  services  or  facilities.  Federal  funds  would  be 
provided  as  an  incentive  for  such  actions. 

We  are  pleased  that  the  provisions  for  discontinuance  or  conversion  in 
S.  544  would  be  voluntary  because  we  believe  that  a mandatory  program  would  not 
work.  We  believe  that  economic  incentives  in  a voluntary  program  can  be  an 
effective  means  of  encouraging  the  elimination  of  services  or  facilities  that 
may  be  out-moded,  duplicative  or  unnecessary.  It  is  far  better  that  closure  or 
elimination  of  services  be  initiated  voluntarily  at  the  local  level. 

Under  the  bill,  each  application  by  an  institution  for  the  conversion 
funds  would  be  reviewed  by  the  local  H3A  and  the  state  agency.  This  recommen- 
dation would  be  forwarded  to  the  Secretary  who  would  have  the  final  decision. 

We  recognize  that  decisions  on  expenditures  of  federal  funds  must  ulti- 
mately be  made  by  federal  officials,  but  we  are  pleased  to  see  that  there  are 
opportunities  for  the  local  community  to  have  a say  in  the  decision.  This 
encourages  local  responsibility  and  initiative  in  the  planning  process. 

Despite  our  enthusiasm  for  this  proposal,  we  do  wonder  if  it  would  not  be 
better  to  initiate  this  program  on  a limited  basis  first  in  order  to  determine  its 
effectiveness  before  a nationwide  effort  is  undertaken.  A demonstration  program 
would  be  the  best  way  to  test  this  proposal  and  to  insure  that  it  is  functioning 
well  before  large  amounts  of  federal  funds  are  committed. 

Certif icate-of-Need  for  Health  Maintenance  Organizations 

S.  544  proposes  a number  of  changes  to  certif icate-of-need  as  it  affects' 

HMOs.  The  first  change  would  limit  CON  to  HIM  hospitals  and  purchases  of  major’ 
medical  equipment.  The  initial  establishment  of  HMOs  would  no  longer  be  covered 
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by  CON.  This  change  puts  KMOs  on  a par  with  other  forms  of  group  medical 
practice  which  are  not  covered  by  CON  under  the  Act.  We  believe  that  this 
change  is  proper.  As  can  be  seen  from  our  attached  amendment,  we  also  support 
equalizing  the  CON  treatment  of  HMOs. 

However,  S.  544  goes  much  further  than  just  giving  HMOs  equal  treatment. 

Other  provisions  would  spell  out  the  standards  a state  agency  must  use  in 
evaluating  an  HMO's  CON  application.  The  result  of  these  special  criteria 
will  be  that  a state  agency  will  not  be  able  to  evaluate  an  HMO's  application 
according  to  standards  of  community  need. 

If  implemented,  these  proposals  will  essentially  exempt  federally  qualified 
HMOs  from  the  planning  process.  (It  is  interesting  to  note  that  HMOs  that  are 
not  federally  qualified  are  not  covered  by  these  proposals.)  The  American  Medical 
Association  believes  that  such  a change  undermines  the  concept  of  local  health 
planning  based  on  community  needs. 

The  AMA  believes  that  HMOs  are  an  important  part  of  a pluralistic  health  care 
delivery  system  and  that  consumers  should  be  able  to  choose  HMOs  if  they  so  desire. 
However,  creating  artificial  standards  for  the  review  of  the  inpatient  facilities  o 
federally  funded  HMOs  could  be  very  disruptive  of  comprehensive  health  planning  as 
ties  the  hands  of  local  agencies  by  allowing  them  to  plan  for  only  part  of  the 
health  sector  in  their  community.  Exempting  a major  institutional  resource 
could  make  it  very  difficult  to  prepare  and  implement  effective  local  and  state 
health  plans.  This  added  diminution  of  local  control  further  shifts  the  plan- 
ning power  away  from  communities  to  the  federal  government. 

A further  anomaly  could  also  be  created  by  permitting  one  form  of  health 
care  delivery  (HMOs)  to  have  opportunities  for  unlimited  expansion,  while  other 
forms  are  restricted  through  CON  review.  Despite  CON  exemptions,  the  facilities 
and  services  of  HMOs  would  still  have  to  be  considered  along  with  those  of  other 
entities  in  meeting  the- national  guidelines  for  health  planning,  and  their  un- 
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limited  growth  could  distort  the  community  health  services  situation  thus  limit- 
ing expansion  of  other  types  of  facilities.  This  could  lead  to  a freezing  of 
the  level  and  quality  of  medical  services  in  non-HMO  facilties.  Since  many 
people  will  continue  to  rely  on  non-HMO  facilities  for  their  medical  care,  this 
places  a very  unfair  burden  on  them.  To  continue  in  the  future  to  seek  care  at 
non-HMO  facilities  may  mean  getting  substandard  care,  yet  HMOs,  even  with  all 
the  latest  in  medical  facilities,  could  not  possibly  absorb  all  these  people. 

We  believe  it  is  wrong  for  HEW  to  force  this  choice  on  the  population.  It  is 
inimical  to  freedom  of  medical  choice  and  very  destructive  of  a pluralistic  • 

health  care  delivery  system.  These  special  criteria  should  not  be  adopted. 

Review  of  the  Quality  of  Health  Services 

Under  S.  544  planning  agencies  conducting  mandated  health  systems  reviews, 
such  as  CON,  would  be  required  to  analyze  the  quality  of  care  provided  in  existing 
facilities  or  through  existing  health  services.  We  do  not  believe  that  this  acti- 
vity should  be  undertaken  by  planning  agencies.  Peer  review  mechanisms  already 
exist  to  do  this  and  are  far  better  qualified  for  such  tasks.  Their  work  should 
not  be  duplicated  or  set  aside.  This  provision  should  be  deleted. 

AMA  AMENDMENTS 

PL  93-641  is  ripe  for  change  and  the  AMA  has  developed  several  amendments 
to  this  law  which  we  believe  will  go  far  to  insure  that  health  planning  can 
enhance^  rather  than  inhibit,  the  quality  and  availability  of  medical  care. 

At  this  time  we  would  like  to  review  some  of  our  major  proposals. 

Physician  Representation  in  the  Planning  Process* 

As  we  earlier  stated,  planning  decisions  should  be  made  by  those  most  in- 
terested in,  and  knowledgeable  about,  health  services.  Major  sources  of  such 
knowledge  are  the  practicing  physicians  in  an  area. 

While  current  law  makes  limited  provision  for  the  representation  of  pro- 
viders on  HSA  governing  boards  and  other  planning  bodies,  the  present  require- 
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ments  tend  to  discourage,  rather  than  enhance,  physician  participation  in  the 
planning  process.  Since  rational  planning  requires  a firm  base,  it  is  unreason-  . 
able  and  the  stakes  too  high  to  discourage  from  involvement  those  most  knowledge- 
able about  the  health  system. 

Therefore,  we  are  proposing  amendments  that  would  require  that  specific 
percentages  of  practicing  physicians  be  members  of  HSA  governing  bodies,  state 
health  coordinating  councils  and  the  national  health  planning  council. 

We  are  also  disturbed 'by  several  provisions  in  S.  544  that  would  in- 
hibit additional  opportunities  for  physician  participation  in  the  health  plan- 
ning process.  These  provisions  should  be  deleted. 

One  change  would  permit  providers  not  currently  listed  in  the  law  to  be 
represented.  Currently,  physicians  and  other  health  professionals,  institu- 
tional representatives,  insurers,  health  profession  schools’  representatives, 
and  allied  health  professions  are  listed.  Encouraging  more  non-physician 
representation  can  only  impair  the  effective  input  of  those  physicians  already 
on  the  board  and  preclude  other  physicians  from  becoming  involved  in  local 
health  planning  activities. 

S.  544  also  proposes  new  conflict  of  interest  provisions  for  HSA  members 
that  would  preclude  members  from  participating  in  any  matter  where  a member  had, 
in  the  preceding  three  years,  a financial,  employment,  medical  staff,  or  competi- 
tive relationship  with  the  institution  under  review.  While  we  agree  that  obvious 
conflicts  of  interest  should  be  avoided,  we  are  concerned  that  this  proposal  is 
overly  broad  and  could  lead  to  a virtual  elimination  of  input  on  many  health 
planning  decisions  from  both  consumers  and  providers. 

We  also  object  to  the  designation  of  special  staff  to  assist  consumer  mem- 
bers only.  Staff  should  be  available  to  serve  all  HSA  members  equally.  We  believe 
that  this  provision  will  exacerbate  the  consumer-provider  adversary  relation- 
ships that  have  arisen  in  some  areas. 
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Definition  of  Indirect  Provider 

Closely  associated  with  questions  relating  to  proper  representation  of 
providers  is  the  troublesome  aspect  created  by  the  separate  classification  and 
definition  of  "indirect  provider."  While  the  law  provides  for  "provider" 
representation,  this  requirement  may  be  filled  in  large  part  by  "indirect" 
providers  whose  characterization  as  a provider  is  very  tenuous.  Under  PL  93-641, 
which  sets  up  two  classes  of  representation — providers  and  consumers — those 
termed  "indirect  provider"  should  more  accurately  be  included  as  consumers. 

If  this  is  not  done  or  if  the  definition  is  not  deleted,  this  will  restrict 
the  full  participation  of  many  citizens — physicians,  dentists,  nurses,  etc. — 
whose  participation  should  be  encouraged.  We  urge  adoption  of  our  amendment 
at  this  point. 

Mandatory  HEW  Standards 

The  proposed  National  Guidelines  for  Health  Planning,  published  by  HEW  in 
September  1977  and  finalized  in  1978,  are  another  indication  of  increasing 
federalization  of  the  planning  process.  Even  though  the  revisions  are  more 
flexible,  we  believe  that  current  law  still  inappropriately  restricts  the  HSA  to  the 
development  of  health  systems  plans  that  only  reflect  HEW's  perceptions  of  health 
resources  needs. 

However,  we  do  believe  that  the  federal  government  can  and  should  serve  a 
useful  advisory  role  to  health  planners.  In  this  regard,  it  can  be  appropriate 
and  helpful  for  HEW  to  issue  true  guidelines  for  health  planning.  However,  since 
local  initiative  and  flexibility  are  the  hallmarks  of  a successful  planning  effort, 
federal  guidelines  must  not  preclude  community-based  determinations  of  health 
resource  needs . 

In  keeping  with  this  belief,  the  amendments  which  we  have  offered  would 
allow  HEW  an  appropriate  advisory  role  in  health  planning,  while  precluding  the 
preemption  of  local  decision-making  by  federal  officers.  Adoption  of  these 
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amendments  would,  we  believe,  allay  many  of  the  fears  aroused  by  HEW's  pro- 
posed guidelines  and  would  be  a positive  step  toward  ensuring  local  self- 
determination.  We  note  with  approval  that  S.  544  also  contains  a similar  pro- 
posal. 

Powers  of  the  Secretary 

In  1974  the  AMA  testified  on  S.  2994,  the  National  Health  Planning  and  Resources 
Development  Act  of  1974.  Reviewing  the  extensive  powers  of  the  Secretary  that 
were  then  proposed,  we  pointed  out  the  potential  concentration  of  power  in  the 
hands  of  the  Secretary.  Experience  with  the  proposed  guidelines  tells  us  that 
the  Secretary  will  seek,  as  we  predicted,  to  maximize  his  control  over  planning 
the  delivery  of  health  care  services  at  the  expense  of  HSA's  institutions  and 
practitioners  and  especially  at  the  expense  of  patients. 

Health  planning  decisions  must  be  made  locally,  both  to  be  effective  and 
acceptable.  Our  proposals  are  aimed  at  restoring  to  local  communities  the 
decision-making  power  in  health  planning,  and  more  importantly,  are  specifically 
aimed  at  curbing  excessive  powers  of  the  Secretary.  We  cannot  emphasize  enough 
the  need  at  this  time  to  realign  the  planning  by  circumscribing  excessive  fed- 
eral authority  as  a fundamental  step  in  insuring  a rational  determination  of 
need  for  health  resources  based  on  community  and  patient  needs.  S.  544  also 
contains  several  amendments  that  would  increase  the  influence  of  the  governors 
of  the  various  states  that  are  similar  to  ours. 

Public  Hearings 

Certain  activities  in  the  planning  process  are  already  subject  to  public 
scrutiny  and  comment,  such  as  the  development  of  health  systems  plans. 

However,  other  actions  are  not  subject  to  such  review  and  we  think  they 
ought  to  be.  In  particular,  the  development  of  the  annual  implementation  plan 
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Should  be  subject  to  public  hearings  on  its  contents.  We  are  pleased  that 
this  Subcommittee  is  considering  an  amendment  that  would  achieve  this.  We 
urge  its  adoption. 

We  would  also  urge  that  any  changes  in  the  HSP  suggested  by  a statewide 
health  coordinating  council  be  subject  to  public  hearing  and  review.  Since  an 
HSP  is  a locally  developed  product,  the  citizens  involved  in  its  preparation 
should  have  a reasonable  opportunity  to  comment  on  any  proposed  changes. 

OTHER  PROVISIONS 
Mental  Health 

We  are  pleased  that  S.  544  contains  provisions  to  enhance  community  awareness 
of  the  needs  of  the  mentally  disabled.  Unfortunately,  the  needs  of  these  people 
are  too  often  overlooked.  Requiring  inclusion  of  mental  health  needs  in  state 
and  local  plans  can  increase  awareness  of  these  problems  and  hopefully  lead  to 
better  services  for  the  mentally  ill. 

Rural  HSAs 

Another  beneficial  provision  would  increase  the  minimum  funding  for  HSAs. 

This  is  very  important  for  rural  areas.  Funding  shortages  for  many  rural  HSAs 
have  prevented  them  from  doing  their  best  to  plan  for  needed  community  health 
services  and  facilities.  Increased  funding  will  enable  these  agencies  to  re- 
spond more  creatively  to  local  needs  and  will  lessen  their  reliance  on  federally 
prepared  planning  formulas  that  often  have  no  relevance  to  local  circumstances. 
Conclusion 

There  are  many  areas  of  PL  93-641  that  need  change  before  community-based 
health  planning  can  become  a reality.  S.  544  makes  some  of  these  changes  and 
we  have  attached  a summary  of  other  amendments  believed  necessary.  We  are  pre- 
pared to  meet  with  the  Subcommittee  to  discuss  the  specific  language  of  these 


proposals . 
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We  believe  that  our  amendments  are  fundamental  to  making  the  health  plan- 
ning system  more  responsive  to  the  needs  of  each  community.  By  being  so  re- 
sponsive, health  planning  can  better  achieve  desirable  objectives. 

In  our  statement  we  have  sought  to  address  certain  important  areas  of  S.  544. 
We  have -pointed  out  our  opposition  to  extension  of  certificate-of-need  to  physi- 
cians' offices  and  to  unfair  advantages  for  HMOs.  We  have  also  pointed  out  our 
support  for  programs  providing  appropriate  incentives  for  closures  and  conversions. 
Our  primary  concern  on  these'  stands  is  the  maintenance  of  access  of  quality  health 
care. 


45-450  0-79-27 
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SUMMARY  OF  AMENDMENTS  TO  PL  93-641 


A.  Issuance  of  National  Health  Planning  Guidelines 

Amendments  would  make  clear  that  any  national  guidelines  issued 
by  the  Secretary  of  HEW  are  not  to  be  mandatory  standards.  Guidelines 
would  be  advisory  only  and  HSAs  would  have  flexibility  in  the  design  of 
their  local  plans. 

Another  amendment  would  require  consultation  with  certain  profes- 
sional parties  before  issuing  any  guidelines  rather  than  allowing 
interpretation  by  the  Secretary  as  to  when  consultation  would  occur. 


B.  Definition  of  Provider  and  Health  Care  Facility 

The  current  definition  of  "provider  of  health  care"  would  be  amended. 
The  term  "indirect  provider"  would  be  removed.  Thus,  only  "direct" 
providers  would  be  considered  as  providers. 

The  definition  of  health  care  facility  would  also  be  amended 
specifically  to  exclude  a physician's  office. 


C.  State  Rate  Review  Programs 

This  amendment  would  delete  federal  funding  authority  for  establishment 
of  state  rate  review  programs. 

D.  Certificate-of-Need 

A basic  concern  with  P.L.  93-641  is  that  certificate-of-need  (CON) 
laws  must  be  adopted  by  all  states.  Amendments  would  make  CON  a state 
option.  In  addition,  an  amendment  would  require  a study  of  the  effects  of 
CON  programs. 

E.  VA  and  HMO  Representation 

Amendments  would  delete  required  VA  or  HMO  special  representation 
on  HSA  governing  bodies  and  SHCCs. 

F.  Confidentiality  of  Data 


The  provisions  assuring  the  confidentiality  of  data  gathered  or  held 
by  HSAs  are  inadequate.  Since  material  may  contain  sensitive  patient 
information,  it  is  desirable  to  have  proper  protection.  Changes  to  the 
law  would  provide  for  HSA  protection  of  confidential  information. 

G.  Uniform  Reporting 

The  Secretary  is  presently  authorized  under  P.L.  93-641  to  establish 
uniform  cost  accounting  and  reporting  systems.  A uniform  system  for 
rate  calculation,  and  a system  for  classification  of  health  services 
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institutions  are  also  required.  Because  of  duplication  with  similar 
authorizations  in  recently  enacted  P.L.  95-142,  this  authorization 
would  be  deleted  in  P.L.  93-641. 

H.  Review  of  Grant  Applications 

Under  current  law,  USAs  would  review  and  approve  or  disapprove  ap- 
plications for  funds  under  a number  of  grant  programs.  The  provision  would 
be  amended  to  permit  HSAs  and  SHPDAs  only  to  review  and  comment  on  such 
applications;  they  would  not  have  the  power  to  approve  or  disapprove. 

Since  the  Secretary  of  HEW  in  any  event  has  final  approval  of  an  application, 
the  amendment  would  assist  primarily  in  hastening  the  review  process  by 
establishing  specific  time  limits  for  review. 

I.  Payments  to  HSAs 

Under  the  current  law,  HSAs  receive  their  funding  almost  completely 
from  the  federal  government,  thus  insuring  a tight  rein  on  their  activities 
by  HEW.  Sharing  the  costs  between  the  federal  and  state  governments  (or 
other  non-federal  sources)  would  lessen  HEW's  control  and  give  to  the 
states  a greater  voice  and  interest  in  planning  activities. 

An  amendment  would  limit  the  federal  share  of  HSA  costs  to  75  percent. 
Maximum  flexibility  would  be  permitted  in  making  up  the  other  25  percent. 

In  addition,  a total  federal  dollar  limitation  (based  on  a per  capita 
calculation)  is  imposed  on  the  HSA. 

Another  amendment  would  delete  the  Area  Health  Services  Development 
Funds  which  provide  for  development  of  projects  by  the  HSA  — an  unnecessary 
and  undesirable  function  by  the  HSA. 

J.  Authority  of  the  Secretary  of  HEW 

The  powers  of  the  Secretary  in  the  planning  process  are  such  that 
he  can  exert  great  control  over  HSAs,  SHPDAs  and  SHCCs. 

A series  of  amendments  are  intended  to  lessen  that  authority.  One 
amendment  converts  the  present  "National  Health  Priorities"  into  items  for 
"consideration"  rather  than  "priority  consideration". 

Another  amendment  removes  the  mandated  number  of  HSA  staff  and  allows 
for  contracts  with  consultants. 

A third  amendment  allows  approval  of  a state  administrative  program 
"substantially"  meeting  required  conditions  rather  than  referring 
absolute  compliance. 

K.  Hearing  Requirements 

One  amendment  would  subject  an  HSA's  annual  implementation  plan  to 
hearing  and  comment.  A second  amendment  requires  that  a SHCC,  before 
revising  an  HSA's  plan,  have  a public  hearing  on  the  revision. 
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L.  Designation  of  Health  Service  Areas 


This  series  of  amendments  affects  the  designation  procedures  for 
health  service  areas.  One  prohibits  interstate  HSAs  unless  the  Governors 
of  all  the  states  involved  agree  to  an  interstate  designation. 

Two  other  amendments  give  Governors  the  final  approval  over 
designation  of  HSA  boundaries  and  provide  a mechanism  for  revision  of 
boundaries. 

H.  Federal  Facilities 


An  amendment  would  subject  federal  facilities  to  the  same  consider- 
ations of  certificate-of-need  as  may  apply  to  non-federal  facilities. 

N.  Representation  of  Physicians  on  Planning  Bodies 

Amendments  would  establish  a required  representation  for  practicing 
physicians  on  the  National  Council  for  Health  Planning  and  Development 
(at  least  4),  on  State  Health  Coordinating  Councils  (SHCCs)  and  on  HSA 
governing  bodies  (at  least  40%  of  the  providers  on  each  body). 

O.  Penalty  for  State  Failure  to  Designate  State  Health  Planning 
and  Development  Agency  (SHPDA) 

Presently,  any  state  that  fails  to  enter  into  an  agreement  with  the 
Secretary  to  designate  a SHPDA  will  lose  all  Public  Health  Service  Act 
funds  within  the  state  as  well  as  funds  under  the  Community  Mental 
Health  Centers  Act  and  the  Alcohol  Abuse  and  Alcoholism  Prevention, 
Treatment  and  Rehabilitation  Act. 

The  AMA  recommends  that  the  penalty  resulting  in  the  loss  of 
all  PHS  funds  be  deleted.  Any  penalty  should  relate  to  a loss  of 
planning  funds  only. 

P.  Information  Developed  by  Centers  for  Health  Planning 

An  amendment  would  require  Centers  for  Health  Planning  to  make 
materials  developed  available  to  the  general  public. 

Q.  Antitrust  Exemption 

A new  section  would  be  added  to  exempt  actions  taken  in  meeting  the 
requirements  of  the  Act  from  federal  antitrust  laws. 

R.  Approval  of  State  Health  Plan  by  Governor 

An  amendment  would  empower  the  Governor  of  each  state  to  approve  a 
state  health  plan  or  any  revisions  in  such  a plan. 

S.  Technology  Review 

Under  the  current  planning  law  the  National  Council  on  Health 
Planning  and  Development  has  authority  to  review  health  technology.  This 
section  duplicates  other  authorities  and  should  be  deleted. 
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T.  Appeal  for  CON  Decisions 

The  Act  currently  does  not  provide  an  appeals  mechanism  when  a Health 
Systems  Agency  and  the  State  Health  Planning  and  Development  Agency 
arrive  at  different  conclusions  on  a Certif icate-of-Need  application.  An 
amendment  would  specify  an  appeals  process,  using  the  Statewide  Health 
Coordinating  Council  as  the  reviewing  body.  In  order  to  enable  the  SHCC 
to  more  objectively  perform  this  function,  and  its  other  duties,  an  amend- 
ment would  separate  staffing  for  the  SHCC.  The  Act  presently  allows 
the  SHCC  and  SHPDA  to  utilize  a joint  staff,  which  may  result  in  a conflict 
of  interest. 

U.  Certificate-of-Need  for  the  Initial  Establishment  of  HMOs 

The  definition  of  "institutional  health  services"  now  in  the 
planning  law  includes  health  maintenance  organizations.  Thus  a CON  must 
be  obtained  for  the  initial  establishment  of  HMOs. 

Proponents  of  HMOs  have  argued  that  this  requirement  discriminates 
against  HMOs  and  inhibits  reasonable  competition  in  the  health  care 
industry.  It  has  been  suggested  that  the  establishment  of  an  HMO  is 
similar  to  the  establishment  of  a fee-for-service  group  practice,  the 
’ main  difference  being  the  payment  mechanisms  for  each  type  of  practice. 
(Since  CON  is  not  required  under  federal  law  for  the  establishment  of  a 
I group  practice,  it  is  argued  that  it  should  not  be  required  for  the 
I establishment  of  an  HMO. 

The  AMA  believes  that  CON  should  continue  to  relate  to 
j|  inpatient  facilities  of  HMOs,  but  not  to  HMOs  insofar  as  they 
I are  similar  to  group  practices  and  relate  to  establishment.  Thus, 

I as  a general  rule  CON  would  not  be  required  for  the  initial  establish- 
f ment  of  an  HMO,  but  it  would  be  required  of  the  HMO  as  to  inpatient 
1 facilities.  This  would  be  consistent  with  the  law's  application 
to  hospital  or  other  inpatient  facilities. 


V.  Special  Preferences  for  HMOs 

Under  the  current  law,  HSAs  and  SHPDAs  have  to  consider  the  "special 
needs  and  circumstances"  of  HMOs  in  making  CON  reviews,  appropriateness 
review,  and  when  reviewing  grant  applications  (1532(c)(8)).  As 
interpreted  by  HEW  in  currently  proposed  regulations,  this  provision  would 
make  it  extremely  difficult  for  planning  agencies  to  conduct  review  of  an 
HMO  in  a balanced  fashion. 

The  proposed  rules  would  put  HMOs  at  a great  advantage  vis-a-vis  other 
health  care  facilities.  To  restore  a more  appropriate  competitive  balance, 
this  preference  should  be  deleted. 
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Abbreviations 


HSA 

Health  Systems  Agency 

SHCC 

State  Health  Coordinating  Council 

SHPDA 

State  Health  Planning  and  Development  Agency 

CON 

Certificate-of-Need 

PHS 

Public  Health  Service 
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AMERICAN  OSTEOPATHIC 
HOSPITAL  ASSOCIATION 

Washington  Office 

603  Pennsylvania  Avenue,  S.E. 

; Washington,  O.C.  20003 
ii  Telephone  (202)  543-5333 


March  13,  1979 

Hon.  Edward  M.  Kennedy,  Chairman 
| Subcommittee  on  Health  and  Scientific 
Research 

I Senate  Labor  and  Human  Resources  Committee 
Washington,  D.C.  20510 

Dear  Mr.  Chairman: 

1 Attached  you  will  find  three  (3)  copies  of  our  prepared  statement  on 
[j  amending  P.L.  93-641,  the  National  Health  Planning  and  Resources 
1 Development  Act. 

We  would  be  most  appreciative  if  you  would  consider  our  arguments  and 
assure  that  the  statement  is  included  in  the  permanent  hearing  record. 

Thank  you  in  advance  for  your  assistance  in  this  regard. 

Sincerely, 

' C-  iO, 

C.  Robert  Benedict 
Director 
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AMERICAN  OSTEOPATHIC 
HOSPITAL  ASSOCIATION 

930  Busse  Highway/Park  Ridge,  Illinois  60068 
Telephone  312/692-2351 


AMERICAN  OSTEOPATHIC  HOSPITAL  ASSOCIATION 
Statement  Presented  to  the  Senate  Labor  and 
Human  Resources  Committee 
Subcommittee  on  Health 
Views  on  Amending  P.L.  93-641 
March  16,  1979 

This  statement  is  presented  by  Michael  F.  Doody,  President,  of  the 
American  Osteopathic  Hospital  Association,  930  Busse  Highway,  Park 
Ridge,  Illinois  60068. 

The  A0HA  maintains  its  Headquarters  in  Illinois,  with  an  office  in 
Washington,  D.C.,  and  represents  the  208  osteopathic  hospitals  which 
are  located  in  28  states.  These  institutions  serve  as  the  primary 
institutional  care  facilities  for  those  patients  (individual  consumers) 
who  choose  to  receive  their  health  care  from  one  of  the  approximately 
15,000  practicing  osteopathic  physicians  in  the  country. 

INTRODUCTION 

The  primary  goal  of  sound  health  planning  is  to  assure  that  high  quality 
services  are  available,  accessible  and  viable  to  the  patient  population 
Public  Law  93-631,  the  National  Health  Planning  and  Resources  Develop- 
ment Act,  requires  each  state  to  establish  a certificate  of  need  pro- 
gram which  would  set  forth  criteria  for  use  by  a state  agency  in  evalua 
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ting  all  new  institutional  health  services  proposed  to  be  developed 
or  offered  within  the  state. 

Osteopathic  hospitals  strongly  support  the  basic  concepts  of  sound 
community  planning  by  providers  of  health  care,  consumers  and  public 
agencies  that  will  provide  for  community  health  needs  in  a responsible 
and  effective  manner.  Section  1532  (c)  of  P.L.  93-641  sets  forth 
minimum  criteria  the  states  must  adopt  in  their  certificate  of  need 
programs.  These  criteria  do  not,  however,  include  language  to  assure 
that  individual  consumers/patients  will  be  guaranteed  their  right  to 
select  the  provider  of  their  choice.  We  are  not  suggesting  a change  in 
the  law  with  regard  to  the  necessity  of  applying  for  and  receiving  a 
certificate  of  need.  This  can  be  accomplished  by  an  amendment  to  Section 
1532  (c)  which  would  include  language  mandating  consideration  of  the 
availability  of  both  osteopathic  and  non-osteopathic  facilities  and 
services  within  a community. 

The  AOHA  is  very  concerned  with  the  distinct  identification  of  osteopathic 
facilities  and  services.  It  is  important  that  any  inventory  of  insti- 
tutional health  services,  and  in  any  comment  on  the  appropriateness  of 
health  services , that  osteopathic  health  services  be  identified  as  being 
osteopathic  and  not  casually  included  in  a single  number  or  description 
of  similar  health  services . It  is  important  that  any  cataloguing  of 
institutional  health  services  recognize  the  fact  that  there  are  certain 
l diagnostic  and  therapeutic  health  services  unique  to  the  osteopathic 
hospital. 

What  is  an  Osteopathic  Hospital? 

Osteopathic  hospitals  are  fullu  licensed,  accredited  and  approved 
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institutions  that  provide  a full  range  of  medical  services  to  their 
communities . They  comprise  an  important  and  significant  segment  of  the 
total  health  care  industry. 

Today  the  208  osteopathic  hospitals  located  in  28  states  provide  nearly 
25,000  beds  for  the  treatment  of  the  sick  and  injured. 

An  estimated  800,000+  patients  are  admitted  to  osteopathic  hospitals 
each  year,  resulting  in  some  6.3  million  patient  days  of  care.  In  ad- 
dition, the  outpatient  departments  of  osteopathic  hospitals  accept  more 
than  three  million  patients  each  year  for  emergency  and  other  ambulatory 
care. 

The  care  of  patients  in  osteopathic  hospitals  is  an  extension  of  the 
care  available  in  the  offices  of  the  osteopathic  physician  (D.O.).  An 
osteopathic  hospital  is  staffed  by  a team  of  osteopathic  physicians. 

There  are  many  forms  of  discomfort  and  disease  which  are  dealt  with  daily 
in  all  hospitals,  in  which  osteopathic  concepts  introduce  a distinction 
between  non-osteopathic  and  osteopathic  approaches . 

The  osteopathic  physician  has  an  additional  dimension  to  his  training 
and  practice  which  is  not  taught  in  medical  schools  giving  M.D.  degrees. 
The  D.O.  recognizes  that  the  musculoskeletal  system  (the  muscles,  bones 
and  joints)  make  up  over  60  percent  of  the  total  body  mass.  He  also 
recognizes  that  all  body  systems,  including  the  musculoskeletal  system, 
are  interdependent,  and  a disturbance  in  one  causes  altered  function  in 
other  systems  of  the  body. 
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This  interrelationship  of  body  systems  is  effected  through  the  nervous 
and  circulatory  systems . The  emphasis  on  the  relationship  between  body 
structure  and  organic  functioning  gives  a broader  base  for  the  treatment 
of  the  patient  as  a unit. 

These  concepts  require  a thorough  understanding  of  anatomy  and  the 
development  of  special  skills  in  recognizing  (diagnosing)  and  correcting 
(treating)  structural  problems  through  manipulative  therapy.  The  D.O. 
uses  structural  diagnosis  and  manipulative  therapy  along  with  all  of  the 
other  more  traditional  forms  of  diagnosis  and  treatment  to  care  effect - 
tively  for  patients  and  to  relieve  their  distress. 

Osteopathic  medicine  offers  something  more — not  something  else. 

Osteopathic  medicine  is  a second  school  of  medicine  in  which  the  vast 
majority  of  the  practicing  osteopathic  physicians  are  general  practi- 
tioners, many  of  whom  serve  in  rural  and  semi-rural  areas.  According  to 
recent  data,  more  than  65%  of  all  the  D.O.'s  in  the  nation  are  general 
practitioners.  Similar  statistics  show  that  only  15-20%  of  the  M.D.'s 
in  the  U.S.  are  engaged  in  general  practice.  A more  significant  figure, 
however,  is  that  of  the  total  general  practitioners  in  the  U.S.,  more 
than  17%  are  D.O.'s.  This  is  in  a profession  which  currently  comprises 
only  slightly  more  than  4%  of  all  practicing  physicians  nationwide. 

The  federal  government,  state  governments,  and  private  and  public  health 
agencies  have  recognized  osteopathic  medicine  as  a separate  but  equal 
branch  of  American  health  care.  As  a result,  osteopathic  physicians 
have  the  same  rights  and  same  professional  obligations  as  non-osteopathic 
(M.D.)  physicians. 
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The  American  Osteopathic  Hospital  Association  maintains  that  the 
osteopathic  profession  and  its  continuing  emphasis  on  general  practice 
rather  than  medical  specialization  best  serves  the  health  care  needs  of 
the  American  public . 

The  Postdoctoral  Education  of  Osteopathic  Physicians 


The  postdoctoral  education  of  these  professional  physicians  is  depen- 
dent upon  the  continued  viability  of  osteopathic  hospitals — more  than 
40%  of  which  are  involved  in  the  post-graduate  education  of  osteopathic 
physicians . 

The  accrediting  agency  for  all  osteopathic  education  is  the  American 
Osteopathic  Association  (AOA) . The  AOA  has  been  so  designated  by  the 
National  Commission  on  Accreditation  of  the  Office  of  Education,  Depart- 
ment of  Health,  Education  and  Welfare.  In  both  federal  and  state  legis- 
lation, as  well  as  in  the  Medicare  and  Medicaid  statutes,  the  AOA  is 
repeatedly  recognized  as  the  accrediting  body  for  all  osteopathic  edu- 
cation, and  the  osteopathic  profession  is  recognized  as  a second  school 
of  medicine,  separate  and  distinct  from  the  non-osteopathic  school. 

The  AOA  can  only  approve  programs  in  those  AOA  accredited  hospitals 
offering  distinct  osteopathic  training  based  on  the  unique  osteopathic 
philosophy.  These  institutions  are  subject  to  stringent  inspection  by 
the  AOA  and  must  meet  their  requirements  to  maintain  accredited  training 
programs . This  training  results  in  the  production  of  a physician  who 
can  treat  families,  rather  than  a physician  who  restricts  his  practice 
to  one  specialty. 
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Millions  of  Americans  have  freely  chosen  to  seek  their  care  from 
osteopathic  physicians  and  hospitals.  The  shortage  of  family  practi- 
tioners in  this  country  has  caused  the  establishment  of  new  colleges 
of  osteopathic  medicine,  which  are  supported  by  the  community  in  which 
they  are  located  and  in  many  cases  by  state  and  local  funds. 

Today  there  are  14  colleges  of  osteopathic  medicine,  9 of  which  gradu- 
ated students  in  1978.  The  remaining  five  colleges  will  be  graduating 
their  first  classes  between  1980  and  1982.  The  number  of  projected 
graduates  from  the  colleges  over  the  next  four  years  will  increase  from 
965  in  1979  to  more  than  1200  in  1982. 

Today,  more  than  85  osteopathic  hospitals  (more  than  40%  of  the  total 
number)  are  approved  by  the  AOA  for  intern  training.  These  hospitals 
currently  have  974  approved  intern  training  positions.  Taking  into 
consideration  that  a number  of  graduates  will  enter  federal  service, 
there  were  were  sufficient  positions  in  osteopathic  hospitals  for  grad- 
uates in  1978.  However,  in  the  coming  years,  the  increasing  number  of 
graduates  will  place  a critical  burden  on  our  institutions  unless  provi- 
sion can  be  made  to  expand  the  teaching  programs  in  qualified  hospitals 

Recent  statistics  compiled  by  our  Association  show  that  nearly  half  of 
the  20  8 osteopathic  hospitals  across  the  country  are  located  in  communi- 
ties with  populations  of  50,000  or  less.  More  than  30%  of  all  osteopa- 
thic hospitals  are  located  in  communities  of  20,000  or  less.  These 
figures  indicate  that  our  hospitals  provide  care  to  many  smaller  communi 
ties  and  further  points  to  the  necessity  of  the  continuing  viability  of 
these  institutions. 
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It  is  not  difficult  to  see  the  very  important  relationship  between 
the  concept  of  certificate  of  need  and  the  ability  of  the  osteopathic 
profession  to  continue  to  educate  physicians  who  will  engage  in  general 
practice  in  the  the  delivery  of  primary  care  to  millions  of  Americans, 
especially  in  geographic  areas  of  need. 

Pis  cr iminat ion 


It  is  feared  that  without  provision  for  consideration  of  osteopathic 
facilities  and  services , osteopathic  hospitals  will  not  be  allowed 
orderly  growth  and  expansion  where  the  need  is  justified.  There  is 
little  doubt  that  there  has  been  discrimination  over  the  years  against 
osteopathic  physicians  and  hospitals  in  their  efforts  to  provide  needed 
health  services  to  the  communities  in  which  they  are  located.  A list 
of  specific  hospitals  which  have  experienced  discriminatory  actions  in- 
clude: Osteopathic  Hospitals  of  Detroit,  Inc.  - East  Unit  (formerly 

Art  Centre  Hospital  Osteopathic)  in  Detroit,  Michigan;  Tucson  General 
Hospital  in  Tucson,  Arizona;  Pontiac  Osteopathic  Hospital  in  Pontiac, 
Michigan;  Sandusky  Memorial  Osteopathic  Hospital  in  Sandusky,  Ohio; 

Grand  Rapids  Osteopathic  Hospital  in  Grand  Rapids,  Michigan;  Flint 
Osteopathic  Hospital  in  Flint,  Michigan;  and  Des  Moines  General  Hospital 
(Osteopathic)  in  Des  Moines,  Iowa. 

In  Arizona  on  March  31,  1976,  the  Superior  Court  in  Pima  County  ruled 
in  Tuscon  Genral  Hospital  vs.  James  I.  Schamadan,  M.D.  that  "to  construe 
'public  need'  to  mean  the  public  in  general  as  opposed  to  a segment  of 
the  population  which  desires  or  prefers  services  by  an  osteopathic  physi- 
cian is  to  construe  it  too  narrowly.  If  a considerable  portion  of  the 
public  desires  the  services  of  an  osteopathic  physician,  it  is  the  court's 
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opinion  that  the  'public  need'  requirement  of  the  statute  is  satisfied." 
The  decision  went  on  to  state  that  a certificate  of  need,  previously 
denied  Tucson  General  Hospital,  an  osteopathic  institution,  must  be 
granted . 

On  August  5,  1976  Rocky  Mountain  Hospital  in  Denver,  Colorado  received 
authorization  for  construction  of  a renovated  and  enlarged  delivery  area 
and  for  the  remodeling  and  expansion  of  the  hospital's  surgical  suite 
from  the  Colorado  Health  Facilities  Council.  In  a precedent  setting 
decision  for  the  state,  the  Council  granted  approval  for  a certificate 
of  need  on  the  basis  that  the  hospital  is  an  osteopathic  teaching  insti- 
tution. The  construction  was  necessary  to  maintain  AOA  accreditation  as 
well  as  approval  for  intern/residency  training. 

Because  of  this  past  history,  and  in  recognition  of  the  unique  and 
important  role  played  by  osteopathic  hospitals , several  state  legislatures 
have  given  consideration  to  language  that  specifically  requires  separate 
consideration  and  evaluation  of  osteopathic  hospitals  in  the  certificate 
of  need  process.  Thus  far,  the  states  of  Oklahoma,  Rhode  Island,  Florida, 
Iowa,  Maine  and  Michigan  have  enacted  legislation  along  these  lines.  In 
Ohio,  the  same  effect  was  achieved  through  the  regulatory  process. 

Attached  to  this  testimony,  you  will  find  citations  of  the  language  cur- 
rently in  force  in  these  states . 

Also  attached,  as  Appendix  B,  you  will  find  documentation  of  six  repre- 
sentative cases  of  discrimination  against  osteopathic  hospitals  and  phy- 
sicians which  serve  to  illustrate  and  reinforce  the  need  for  the  type  of 
language  we  are  seeking.  The  first  three  examples  you  will  find  are  from 
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Michigan,  Ohio  and  Iowa.  They  point  out  the  type  of  discrimination 
which  can  be  and  has  been  encountered  with  local  health  planning  agencies . 
The  fourth  example  is  from  Art  Centre  Hospital  Osteopathic  in  Detroit 
and  it  delineates  the  kind  of  discrimination  which  is  occasionally  en- 
countered with  the  state  planning  agencies.  The  fifth  example  is  a case 
in  which  a physician  encountered  discrimination  in  his  attempts  to  obtain 
privileges  at  a nearby  non-osteopathic  facility.  The  sixth  illustrates 
the  concerns  expressed  by  a very  conscientious  governing  body  of  an  os- 
teopathic hospital  regarding  an  arbitrary  HSA  decision  which  was  only 
marginally  passed  and  which  could  become  policy. 

Previous  Federal  Efforts 


It  is  most  important  to  note  at  this  point  that  this  Association  and  the 
osteopathic  profession  waged  a lengthy  and  unsuccessful  campaign  to  seek 
inclusion  of  appropriate  language  in  the  regulations  issued  by  the  Depart- 
ment of  Health,  Education  and  Welfare  to  implement  the  certificate  of 
need  program.  That  effort  failed,  not  because  HEW  believed  our  cause  was 
invalid,  but  because  the  language  in  Section  1532  (c)  of  P.L.  93-641 
does  not  provide  sufficient  flexibility  to  allow  for  such  consideration 
in  the  regualtions.  In  the  commentary  on  the  proposal  of  the  osteopathic 
profession,  then  Secretary  of  HEW  David  'Mathews'-  called  our  concern 
largely  "anticipatory".  The  examples  cited  previously  in  this  testimony 
prove  this  not  to  be  the  case  and  many  of  the  letters  of  support  for  our 
proposal  from  Members  of  Congres  add  further  evidence  that  the  concern 
is  a valid  one. 

A number  of  Senators  and  Representative  wrote  to  then  Assistant  Secretary 
for  Health,  Theodore  Cooper,  M.D.,  in  support  for  our  proposal.  We 


427 


believe  citations  from  two  of  those  letters  are  very  pertinent  to  this 
discussion.  The  first  is  from  a letter  written  by  Senator  Thomas  F. 
Eagleton  (D-Missouri)  which  said  in  part: 


"It  has  been  brought  to  my  attention  that  the  proposed  regulations 
may,  in  practice  have  the  effect  of  discriminating  against  osteo- 
pathic hospitals.  For  this  reason,  I believe  that  the  proposed 
regulations  should  be  revised  along  the  lines  suggested  by  the 
American  Osteopathic  Hospital  Association. 

"Perhaps  more  than  any  other  state,  Missouri. depends  upon  osteopa- 
thic physicians  to  provide  health  care  to  its  citizens . We  are 
fortunate  to  have  two  fine  schools  of  osteopathy  in  Kirksville  and 
Kansas  City,  Missouri,  whose  graduates  often  locate  within  the  state. 
Osteopathic  physicians  are  of  particular  value  in  Missouri  because 
most  of  them  are  engaged  in  delivering  primary  health  care  and  many 
are  located  in  rural  areas  that  would  otherwise  be  unserved  or  un- 
derserved. " 


The  second  citation  is  from  a letter  by  then  Senator  William  D.  Hathaway 
(D-Maine)  to  Dr.  Cooper: 


"In  my  state  of  Maine,  for  example,  osteopaths  make  up  a substantial 
portion  of  the  pool  of  primary  practitioners . In  many  places  osteo- 
paths are  denied  hospital  priviledges  in  allopathic  hospitals . 

Given  the  particular  needs  of  osteopathic  physicians , as  well  as 
other  groups  whose  service  area  should  be  developed  separately,  I 
would  urge  that  the  final  regulations  reflect  the  consideration  that 
must  be  given  to  these  provider  groups  and  their  patients  so  they 
may  exercise  their  freedom  of  choice  consistent  with  the  availability 
of  resources  and  the  intent  of  this  Act . " 


Finally,  there  were  thousands  of  comments  received  by  HEW  from  the  osteo- 
pathic profession  and  their  patients  in  response  to  the  proposed  rules 
implementing  the  certificate  of  need  program.  A few  citations  from  some 
of  those  comments  further  support  our  arguments: 


"We  believe  it  to  be  a constitutional  right  of  Americans  to  select 
providers  of  their  choice  and  that  government  has  an  obligation 
not  to  legislate  against  that  precious  freedom.  We  can  find  no 
substantive  argument  that  makes  our  appeal  an  unreasonable  one.  A 
growing  number  of  states,  including  our  own,  have  passed  or  are 
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considering  legislation  that  does  recognize  the  need  to  avoid 
complete  monopoly,  and  we  do  not  see  how  you  can  do  less. 

"Maine  is  a state  that  has  long  struggled  to  create  a medical  school 
as  a means  of  providing  primary  care  physicianss  to  its  citizens. 

The  osteopathic  profession  has  realized  this  need  and  is  well  on 
the  way  to  filling  that  need  by  the  creation  of  the  New  England 
School  of  Osteopathic  Medicine  to  be  located  at  Biddeford,  Maine, 
at  the  campus  of  St.  Francis  College. 

"It  is  imperative  that  the  future  of  this  school  not  be  jeopardized 
by  rules  that  fail  to  provide  for  the  facilities  and  services  neces- 
sary to  support  such  an  effort.  Similarly,  physicians  presently 
in  practice  must  be  free  to  continue  providing  for  their  patients 
in  an  environment  that  recognizes  their  distinctive  approach  to 
patient  care." 

(April  15,  1976,  signed  by  14  D.O.'s,  James  A.  Taylor  Osteopathic 
Hospital,  Bangor,  Maine.) 


"In  summary,  the  law  places  all  facilities  in  the  same  barrel  for 
planning  purposes,  but  Osteopathic  (D.O.)  and  Allopathic  (M.D.) 
hospitals  often  serve  entirely  different  publics.  Thus,  there  is 
a good  possibility  that  justified  osteopathic  needs  could  be  dis- 
approved because  of  an  excess  of  allopathic  facilites  in  the 
Community  or  the  reverse  situation  could  also  exist. 

"As  you  may  be  aware , we  were  able  to  solve  this  problem  in  Ohio 
by  amending  the  Ohio  Sanitary  Code  by  including  in  the  State  regu- 
lastions  a sentence  or  two  which  allows  the  planning  agency  to 
consider  this  special  problem." 

(April  16,  1979,  Richard  L.  Sims,  Administrator,  Doctors  Hospital, 
Columbus , Ohio . ) 


"The  purpose  of  this  letter  is  to  impress  upon  you  our  belief  that 
additional  language  in  these  proposed  regulations  is  crucial,  in 
order  to  protect  the  rights  of  osteopathic  hospitals,  osteopathic 
physicians  and  their  patients.  As  you  probably  are  aware,  medical 
staff  priviledges  at  other  hospitals  in  Texas  are  not  readily  avail- 
able to  osteopathic  physicians.  Therefore,  a substantial  number 
of  our  population  look  to  osteopathic  hospitals  to  provide  the  care 
they  need  for  themselves  and  their  families.  It  is  important,  to 
note  that  allopathic  hospitals  are  not  generally  accessible  to 
those  patients  who  elect  to  use  osteopathic  physicians.  As  a result 
we  do  not  feel  it  should  be  left  to  the  discretion  of  the  States 
whether  or  not  to  include  separate  consideration  for  osteopathic 
facilities  and  services." 

(May  3,  1976,  Claude  G.  Rainey,  Executive  Vice  President,  Fort 
Worth  Osteopathic  Hospital,  Fort  Worth,  Texas.) 
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"Perhaps  your  understanding  of  why  I became  associated  with  the  Osteo- 
pathic Hospital  would  help  you  to  understand  why  I believe  there  should 
be  equal,  but  separate  consideration  in  the  certificate-of-need  natter. 
Over  25  years  ago  ny  daugrrner  was  def armed  from  her  knees  down.  My 
wife  and  I went  to  severed  medical  doctors  only  to  hear  from  each  one 
that  the  problem  could  be  corrected  by  fracturing  each  leg  in  three 
places  and  wearing  casts  from  6 months  up.  We  finally  visited  an 
Osteopathic  doctor  who  told  us  that  it  might  be  necessary  to  do  as 
the  medical  doctor  had  told  us,  but  that  treatment  could  be  done  any- 
time until  6 years  of  age.  He  would  like  to  try  osteopathic  treatments 
first,  for  the  next  6 or  B months  my  wife  and  I did  the  treatment  on 
the  legs  exactly  as  we  had  been  taught.  We  also  bought  the  built  up 
shoes  which  he  designed  and  made  sure  she  wore  them  during  the  treat- 
ment. Anyway,  in  about  two  years  she  had  beautifully  straight  legs 
and  has  never  had  any  leg  problems  since." 

(April  28,  1976,  H.C.  Bevelhymer,  Wichita,  Kansas.) 


CONCLUSION 

The  American  Osteopathic  Hospital  Association  supports  sound  community  health  plan- 
ning; we  do  not  wish  to  be  exempt  from  the  planning  law  and  we  are  not  suggesting  a 
change  in  the  law  with  regard  to  the  necessity  of  applying  for  and  receiving  a certi- 
ficate of  need.  We  are  not  seeking  a license  to  plan  in  a vacuum,  oblivious  to  the 
realities  which  surround  us.  There  is  ample  evidence  that  the  osteopathic  profession 
and  osteopathic  hospitals  fulfill  a vital  role  in  today's  health  care  delivery  system 
and,  if  allowed  to  function  and  plan  on  the  same  basis  as  all  other  hospitals,  unfet- 
tered by  the  restraints  of  discriminatory  and/or  politically  influenced  actions  on  the 
part  of  local  and  state  agencies,  the  ultimate  beneficiary  will  be  the  communities  we 
serve. 

Therefore,  we  suggest  the  following  language  as  an  amendment  to  P.L.  93-641  which 
would  provide  for  appropriate  consideration  of  osteopathic  facilities  and  services  in 
all  applications  for  certificates  of  need: 
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Be  it  enacted  by  the  Senate  and  House  of  Representatives  of  the  United 
States  of  America  in  Congress  assembled.  That  section  1532  (c)  (3)  of 
Public  Law  93-641  is  amended  by  adding  the  following:  "When  an  appli- 

cation is  made  for  a certificate  of  need  to  construct,  expand,  modern- 
ize, acquire  capital  equipment  or  add  services  by  an  osteopathic  or 
allopathic  facility,  the  need  for  that  construction,  expansion,  mod- 
ernization, acquisition  of  capital  equipment,  or  addition  of  services 
shall  be  considered  on  the  basis  of  need  and  availability  in  the  com- 
munity for  services  and  facilities  for  osteopathic  and  allopathic 
physicians  and  their  patients.  The  Health  Systems  Agency  and  State 
Agency  shall  consider  the  application  for  a certificate  of  need  in 
terms  of  its  impact  on  preserving  existing  and  proposed  institutional 
training  programs  for  doctors  of  osteopathy  and  medicine  at  the  stu- 
dent, internship  and  residency  training  levels.  Nothing  in  this  cri- 
teria shall  be  construed  to  dictate  a departure  from  good  health  plan- 
ning principles  or  to  mandate  unnecessary  duplication  of  services  or 
facilities. " 


The  consumer,  the  patient,  who  chooses  to  seek  health  care  from  an  osteopathic  physi- 
cian and  hospital  must  be  given  appropriately  equal  opportunities  under  any  and  all 
certificate  of  need  laws  and  regulations.  Osteopathic  hospitals  and  physicians  must 
be  allowed  to  continue  to  serve  their  communities  as  they  have  for  the  past  100  years. 

The  American  Osteopathic  Hospital  Association  appreciates  the  opportunity  to  testi- 
fy on  this  most  critical  matter  and  strongly  urges  this  Subcommittee  to  favorably 
consider  the  language  we  are  proposing  today.  We  stand  ready  to  answer  any  and  all 
questions  which  you  might  have.  Thank  you. 
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APPENDIX  A 


CITATIONS  OF  OSTEOPATHIC  CERTIFICATE  OF  NEED 


LANGUAGE  CURRENTLY  IN  FORCE 


1.  Ohio — HE-8-17  CC)  Criteria  to  be  Applied  in  the  Review 

of  Proposals  (Effective  1/19/76) 

2.  Florida — Title  27,  Section  381.494  (2)  Capital  Expendi- 
tures for  Health  Care  Facilities  (1972) 

3.  Rhode  Island — Chapter  23-16,  Section  12  (1974) 

4.  Oklahoma— Title  63,  Article  7 (1975) 

5.  Iowa — House  File  354  (Citation  not  yet  available)  (1977)- 

6.  Michigan — Part  221,  Section  22131  (1)  (n)- 

7.  Maine — Section  1.22MRSA  c.  103,"  Section  309, 

Paragraph  J. 
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OHIO 

He-8-17  (C)  Criteria  to  be  Applied  in  the  Review  of  Proposals  (Effective  1/19/76). 

To  protect  the  freedom  of  patient  choice,  the  needs  of  the  patients  of 
both  osteopathic  and  allopathic  physicians  shall  be  considered.  In 
such  instances,  those  facilities  and  services  shall  be  authorized  where 
there  is  demonstrated  need  for  osteopathic  or  allopathic  facilities  and 
services. 


FLORIDA 

Title  27,  Section  381.494  (2)  Capital  Expenditures  for  Health  Care  Facilities  (1972). 

Certificate  of  need. — When  an  application  is  made  for  a certificate  of 
need  to  contruct  or  to  expand  an  osteopathic  facility,  the  need  for 
such  facility  shall  be  determined  on  the  basis  of  the  need  and  availa- 
bility in  the  community  for  osteopathic  services  and  facilities. 


RHODE  ISLAND 


Chapter  23-16,  Section  12  (1974). 

When  an  application  is  made  for  a certificate  of  need  to  construct  or 
to  expand  an  osteopathic  facility  the  need  for  such  facility  shall  be 
determined  on  the  need  and  availability  in  the  community  for  osteo- 
pathic services  and  facilities. 


OKLAHOMA 


Title  63,  Article  7 (1975). 

"Promptly  upon  receipt  of  any  such  application,  the  Commission  shall 
cause  a thorough  investigation  to  be  made  of  the  need  of  Idle  proposed 
services.  The  investigation  shall  include..." 

(c)  the  availability  of  both  allopathic  and  osteopathic  facilities 
and  services  to  protect  the  freedom  of  patient  choice  in  the  locality. .." 


IOWA 

House  File  354  (Citation  Not  Yet  Available)  (1977). 

Sec.  4.  CRITERIA  FOR  EVALUATION  OF  APPLICATIONS. 

1.  In  determining  whether  a certificate  of  need  shall  be  issued,  the 
department  and  council  shall  consider  the  following: 

j.  The  appropriate  and  nondiscriminatory  utilization  of  exist- 
ing and  available  health  care  providers . Where  both  allopathic  and 
osteopathic  institutional  health  services  exist,  each  application 
shall  be  considered  in  light  of  the  availability  and  utilization  of 
both  allopathic  and  osteopathic  facilities  and  services  in  order  to 
protect  the  freedom  of  choice  of  consumers  and  health  care  providers. 
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MICHIGAN 

Part  221,  Section  22131  Cl)  (n) . 

On  making  determinations  and  conducting  reviews  for  certificates 
of  need,  the  department  and  a health  systems  agency  shall  apply 
at  least  the  following  criteria: 

(n)  When  an  application  is  made  for  a certificate  of  need  to 
construct  or  expand  an  osteopathic  or  allopathic  facility, 
consider  the  need  for  that  facility  on  the  basis  of  the  need  and 
availability  in  the  community  for  services  and  facilities  for 
osteopathic  and  allopathic  physicians,  other  licensed  health  care 
professionals,  and  their  patients  and  the  impact  of  the  application 
for  a certificate  of  need  on  existing  and  proposed  institutional 
training  programs  for  doctors  of  medicine  and  osteopathy  and  other 
licensed  health  care  professionals  at  the  student,  internship,  and 
residency  training  level . This  subdivision  shall  not  be  construed 
to  dictate  a departure  from  good  health  planning  principles  or  to 
mandate  unneccessary  duplication  of  services  or  facilities. 


MAINE 

Chapter  103,  Section  309,  Paragraph  2J: 

2.  Criteria  for  certificate  of  need — 

J.  The  importance  of  recognizing  the  public's  choice  of 
allopathic  or  osteopathic  health  ser/ices  by  considering  the  unique 
needs  and  circumstances  of  providers  of  allopathic  and  osteopathic 
health  care; 
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APPENDIX  B 


DOCUMENTATION  OF  SPECIFIC  CASES  OF  DISCRIMINATION  AGAINST 
OSTEOPATHIC  HOSPITALS  AND  PHYSICIANS 

1.  Michigan — Flint  Osteopathic  Hospital 

2.  Ohio — Sandusky  Memorial  Osteopathic  Hospital 

3.  Iowa — Des  Moines  General  Hospital  (Osteopathic) 

4.  Michigan — Art  Centre  Hospital 

5.  Colorado — Lee  Clinic 

6 . Michigan — The  Grand  Rapids  Osteopathic  Hospital 
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Flint'  Osteopathic  Hospital 

* NONPROFIT  CORPORATION  / 3921  B«ec*tr  Reid  / Flint,  Michigan  48502  / Phon.  762-4000 

January  17,  1978 


. DALE  FERGUSON 


BOARD  OF  TRUSTEES 


GALE  R.  POTTER 


JUDGE  HAROLD  H.  BOBIER 


JOHN  S.  STOUT 


C.  Robert  Benedict 
Director 

American  Osteopathic  Hospital  Association 
603  Pennsylvania  Ave.  S.E. 

Washington,  D.C.  20003 


Dear  Bob: 

Approximately  two  years  ago  Flint  Osteopathic  Hospital 
submitted  a letter  of  intent  for  certificate  of  need  to 
install  a CT  Brain  Scanner.  I will  illustrate  for  you  a 
very  significant  problem  that  osteopathic  hospitals  have 
when  it  comes  to  certificate  of  need.  That  problem  is 
directly  and  indirectly,  the  local  HSA's  and  the  allopathic 
community  create  very  high  standards  when  an  osteopathic 
hospital  is  involved. 

In  the  instance  of  our  application  for  the  CT  Scanner 
entirely  new  criteria  were  developed  and  demanded  by  FOH. 

All  of  these  were  met,  yet  repeatedly  throughout  the  process 
we  were  attacked,  harrassed,  and  abused  as  an  osteopathic 
hospital  and  profession  whether  we  were  qualified  to  have 
access  to  a CT  Scanner.  FOH  went  through  a process  of  three 
public  hearings. 

1.  The  first  hearing,  the  allopathic  physicians  and  hosp- 
ital claimed  there  was  no  need  whatsoever  for  a CT  Scanner. 

2.  The  second  hearing,  they  indicated  there  was  a need  for 
a CT  Scanner  but  not  in  an  osteopathic  hospital. 

3.  The  third  hearing,  the  allopathic  community  indicated 
there  should  be  a CT  Scanner  in  every  hospital  including  the 
osteopathic  hospital. 

4.  The  recommendation  of  the  HSA  staff  was  the  first  CT 
Scanner  not  be  in  an  osteopathic  hospital,  even  though 
eighty  percent  of  the  scans  would  be  done  on  an  outpatient 
basis. 


5.  No  recognition  was  given  to  the  osteopathic  physician 
who  was  qualified  to  interpret  the  CT  Scans.  The  health 
facility  committee  of  the  local  HSA  recommended  that  FOH  get 
the  scanner.  The  Board  of  Trustees  of  HSA  agreed  that  FOH 
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receive  the  scanner.  The  application  and  endorsement  then 
went  to  the  State  Department  of  Public  Health.  FOH  was 
repeatedly  pressured  to  delay  the  certificate  of  need 
process  so  that  other  hospital  projects  could  be  considered 
at  the  same  time.  We  refused  to  step  out  of  the  guideline 
boundries  of  the  certificate  of  need  deadlines.  We  finally 
receive  our  certificate  of  need  after  undue  delay  and 
harassment. 


The  verbal  abuse  that  the  profession  and  the  hospital 
received  in  the  community  was  tremendous.  This  was  done  at 
public  hearings  and  in  many  different  directions.  Our 
trustees  were  repeatedly  attacked  at  social  gatherings  and 
by  other  means.  The  profession  was  attacked  repeatedly  by 
the  allopathic  community.  This  still  occurs  today  in  many 
social  settings  in  which  I,  trustees  and  fellow  osteopathic 
physicians  are  criticized  because  FOH  has  a CT  Scanner. 

Since  operational  the  CT  Scanner  has  done  a tremendous 
service  for  the  community  but  never  has  anyone  given  us 
recognition  for  this  service. 

It  is  obvious  that  when  an  osteopathic  hospital  requests 
certificate  of  need,  never  is  the  unique  role  its  service 
to  the  community  ever  recognized  and  accepted  by  the 
allopathic  community.  We  receive  a tremendous  amount 
of  lip  service  in  a private  manner,  but  never  publicly. 

I am  more  convinced  than  ever,  that  the  osteopathic 
hospitals  need  a separate  certificate  of  need.  Here  in 
our  community,  Flint  Osteopathic  Hospital  runs  91% 
occupancy.  We  are  a 401-bed  hospital.  We  deliver  more 
babies  than  any  other  institution  in  the  city.  We 
estimate  our  growth  is  50  osteopathic  physicians  added 
to  our  medical  staff  in  the  next  three  to  five  years. 

With  this  projected  increase,  we  need  additional  acute 
care  beds.  Yet  we  are  well  aware  that  when  we  do 
proceed  through  the  certificate  of  need  process,  we  will 
be  severely  hampered  because  the  allopathic  community  will 
attack  the  osteopathic  profession.  The  allopathic 
profession  does  not  understand  and  want  to  accept  the 
distinct  mode  of  practice  and  market  penetration  that 
the  osteopathic  profession  has  made  in  community  in  which 
they  servce. 

FOH  is  the  only  hospital  in  this  community  that  has  had 
any  significant  increase  in  its  service  base  in  the 
last  ten  years.  Our  potential  for  the  future  is  as 
great  as  it  has  been  for  the  last  ten.  Yet  we  will 
be  hampered,  harrassed,  and  abused.  FOH  will  definitely 
have  ten  times  harder  time  proving  our  case  because 
we  are  an  osteopathic  hospital.  Not  because  we  provide 
better  care  and  service,  but  strictly  because  we  are  an 
osteopathic  hospital. 
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I once  heard  a leading  allopathic  physician  in  this  town, 
say  that  we  try  harder  but  what  he  failed  to  recognize 
is  that  we  also  are  more  successful  and  the  community 
has  responded  to  this  acceptance  of  the  profession.  Yet, 
when  it  becomes  evident  of  our  needs,  we  have  to  with- 
stand tremendous  direct  and  indirect  pressures  to  stay 
within  limited  boundaries.  This  is  completely  against  the 
will  of  the  people  and  only  serves  the  allopathic 
profession. 


President 
WDF : be 
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Sandus 


JsBfcd^fc^l^Hospital 


2020  Hayes  Avenue  Sandusky,  Ohio  44870  Phone  (419)  626-2342 

September  8,  1976 


Michael  F.  Doody,  President 

American  Osteopathic  Hospital  Association 

1211  Connecticut  Avenue,  N.W. 

Suite  212 

Washington,  D.C.  20036 
Dear  Mr.  Doody: 

Enclosed  is  a copy  of  a newsletter  published  by  the  "b"  agency 
in  our  area  during  the  time  we  were  applying  for  our  expansion 
program. 

Several  months  after  this  newsletter  appeared  Dr.  Cashman  was 
replaced  by  Dr.  Ackerman  as  Director  of  Health.  Dr.  Ackerman 
recinded  the  "Cashman  decision"  and  gave  our  project  total  approval. 
This  decision  was  in  turn  upheld  by  HEW. 

Also  enclosed  is  my  response  to  the  newsletter  to  the  President  of 
the  "b"  agency. 

Our  main  concern,  even  now,  is  the  complete  lack  of  recognition  of 
the  special  needs  of  Osteopathic  Hospitals. 

Our  Board  of  Trustees  and  our  Medical  Staff  are  committed  to 
maintaining  an  Osteopathic  Hospital  in  our  community.  And  as  a 
result  of  more  Osteopathic  Physicians  joining  our  staff  we  find  it 
necessary  to  expand  we  feel  we  should  be  allowed  to  expand  regardless 
of  the  occupancy  levels  of  non-osteopathic  hospitals  in  our  community. 

Furthermore  we  find  it  difficult  to  believe  that  our  "b"  agency  will  not 
consider  the  fact  that  we  are  an  osteopathic  institution. 
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Michael  F.  Doody,  President  September  8,  1976 

Page-2- 

1 hope  that  this  information  helps  you  and  I hope  you  are  able  to 
bring  about  and  end  to  this  kind  of  discrimination. 


1 might  add  that  the  federal  government  should  consider  osteopathic 
hospitals  as  an  "endangered  species"  and  therefore  should  do  all  it 
can  to  protect.-ctfr”  survival. 


James  K.  Johnson 
Administrator 


JKJ:em 

Enc-2 
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Sandust,  '•'* 
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CCr*no  r ' l^Kospital 


’opati... 


2020  Hayes  Avenue  Sandusky,  Ohio  44870  Phone  (419)  626-2342 

January  13,  1975 


Kenneth  B.  Krarkoff,  D.  D.  S. 

President,  Board  of  Trustees 
225  Allen  at  W.  Wayne  Street 
Maumee,  Ohio  43537 

Dear  Dr.  Krakoff: 

I have  received  a copy  of  the  HPANWO  newsletter.  In  particular 
your  letter  to  Dr.  Cashman  I find  in  extremely  bad  taste.  In  addition 
as  the  Administrator  of  Sandusky  Memorial  Hospital  and  as  a member 
of  the  Erie  County  Health  Planning  Council,  I find  it  offensive. 

Throughout  the  process  of  gaining  approval  for  our  expansion 
program  we  have  strictly  adhered  to  the  guidelines  established  by 
Section  1122  of  the  Social  Security  Act  and  as  administered  by  the 
Designated  Planning  Agency  of  the  State  of  Ohio.  The  HPANWO  is 
a part  of  this  process.  The  Areawide  Facilities  and  Service  Committee, 
a committee  of  your  Board,  after  a thorough  review  approved  our 
expansion  program. 

The  statement  you  made  in  your  letter  to  Dr.  Cashman,  "I  will  find 
it  very  difficult  in  the  future  to  ask  our  committees  and  Board  to 
spend  the  time  and  energy  needed  to  complete  an  exhaustive  review 
which  apparently  is  not  considered"  is  difficult  to  understand.  You 
feel  perfectly  free  to  criticize  Dr.  Cashman1  s decision  and  yet  your 
Board  readily  overturned  the  decision  of  the  committee  you  charged 
with  completing  an  exhaustive  review  of  our  expansion  program. 

I have  no  quarrel  with  the  decision  of  the  Board  of  Trustees  of  HPANWO 
to  deny  approval  of  our  expansion  program.  However,  just  as  the  Board 
of  the  HPANWO  is  the  final  decision-making  authority  in  Northwest  Ohio 
on  projects  like  ours  so  is  the  Designated  Planning  Agency  the  final 
decision-making  authority  in  the  State  of  Ohio.  Through  its  Director, 
Dr.  Cashman,  the  Designated  Planning  Agency  of  the  State  of  Ohio  has 
granted  approval  for  funding  our  expansion  program.  At  this  point 
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Kenneth  B.  Krakoff,  D.  D.  S.  -2-  January  13,  1975 

I wonder  why  "the  HPA  NWO  will  continue  to  vigorously  oppose  this 
project".  It  would  appear  to  me  that  your  organization  has  had  input 
into  the  decision-making  process  regarding  our  expansion  program 
and  statements  like  "concession  to  political  pressure",  and  "to  expose 
themselves  to  the  pressures  and  potential  retaliations  of  disgruntled 
applicants"  not  only  seem  out  of  order  but  may  have  legal  implications 
if  those  statements  in  any  way  hinder  or  damage  the  ultimate  approval 
of  our  expansion  program. 

Several  other  statements  in  the  article  allude  to  the  fact  that  the 
HPANWO  is  not  against  the  expansion  of  Osteopathic  Hospitals  or  is 
the  HPANWO  against  the  Osteopathic  profession.  Based  on  your  actions 
and  the  article  in  your  organization's  newsletter  I find  this  hard  to  believe. 
The  article  in  your  organization's  newsletter  states  that  you  recognize 
the  uniqueness  of  our  institution  and  yet  you  never  considered  this 
uniqueness  when  your  Board  denied  approval  of  our  project.  If  your 
organization's  recognition  of  our  uniqueness  was  adopted  nationwide 
it  would  not  only  mean  the  eventual  elimination  of  Osteopathic  Hospitals 
but  the  ulitmate  elimination  of  Osteopathic  Physicians  as  we  know  them 
today.  I am  thankful  that  other  states  have  adopted  different  policies 
than  the  State  of  Ohio.  They  have  developed  "certificate  of  need 
legislation  " that  provides  for  the  expansion  of  osteopathic  hospitals 
based  on  the  need  for  individual  osteopathic  hospitals  to  expand. 

As  for  the  osteopathic  physicians  joining  the  staffs  of  the  two  medical 
hospitals  in  Sandusky,  I suggest  that  first  you  get  the  staffs  of  the  two 
medical  hospitals  together. 

I agree  with  the  statement  that  one  emergency  room  fully  staffed  and 
equipped  would  be  superior  to  three.  In  a similar  fashion  it  would  appear 
that  two  or  three  strategically  placed  emergency  rooms  in  the  Toledo 
area  would  be  superior  to  nine. 

However,  if  your  rationale  for  this  suggestion  is  the  reduction  of  health 
care  costs  in  Sandusky  you  are  mistaken.  The  hospitals  in  Sandusky 
unlike  larger  metropolitan  hospitals  do  not  have  interns  and  residents. 

The  saliant  point  being  that  even  if  there  were  one  emergency  room  in 
the  Sandusky  area  Sandusky  Memorial  Hospital,  out  of  concern  for  the 
health  and  well-being  of  its  patients,  would  still  maintain  twenty -four 
hour  physician  coverage. 
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Kenneth  B.  Krakoff,  D.  D.  S.  -3-  January  13,  1975 

In  conclusion  I would  agree  that  this  is  not  the  time  for  planning  by  pressure 
groups  although  the  IIPANWO  is  fast  taking  on  the  appearance  of  one.  I 
further  agree  that  it  is  the  time  for  statesmcnship  and  in  that  light  I will 
be  happy  to  meet  with  you  and  other  representatives  of  the  HPANWO  to 
discuss  the  future  of  the  health  care  delivery  system  for  the  City  of 
Sandusky  and  the  surrounding  communities. 

Sincerely, 


James  K.  Johnson 
Administrator 


JKJ  :em 


cc:  Casper  Weinberger,  Secretary,  Department 

of  Health,  Education  & Welfare 
Eugene  Rubel,  Director,  Comprehensive  Health 
Planning  Service,  Department  of  HEW 
E.  Frank  Ellis,  M.  D.  , Regional  Director, 
Region  V --  Department  of  HEW 
Frederick  Robbins,  Chairman.  Ohio 
Health  Planning  Advisory  Council 
George  L.  Mylander 
John  Wasylik,  O.D. 

Sam  Long 


Casper  Weinberger,  Secretary 
Department  of  Health,  Education  & Welfare 
330  Independence  Ave.  , S.  W. 

Washington  D.  C.  20201 

Eugene  Rubel,  Director 
Comprehensive  Health  Planning  Service 
Department  of  HEW 
Parklawn  Bldg.  , Room  743 
5600  Fishers  Lane 
Rockville,  Maryland  20852 

E.  Frank  Ellis,  M.  D. 

Regional  Health  Administrator 
Region  V. 

Public  Health  Service 
300  South  Wacker  Drive 
Chicago,  Illinois  60606 


George  L.  Mylander 
155  Sunset  Drive 
Sandusky,  Ohio  44870 

John  Wasylik,  O.D. 

540  Buchanan  Street 
Sandusky,  Ohio  44370 

Sam  Long 

Health  Planning  Association  of 
Northwest  Ohio 
225  Allen  at  W.  Wayne  St  rect 
Maumee,  Ohio  43537 


Frederick  Robbins,  Chairman 
Ohio  Health  Planning  Advisor  Council 

Dean,  School  of  Medicine  --Case  Western  Reserve  University 
2119  Abbington  Road 
Cleveland,  Ohio  4-1106 


443 


45-450  0-79-29 


444 


445 


OCTOBER  26.  197B  DES  MOINES  GENERAL  HOSPITAL 


SPECIAL  ISSUE 


CON  APPROVES  CV 
SURGERY  PROGRAM 


The  Certificate  ol  Need  Council  of  the  State  of  Iowa  in  a 
dramatic  vote  approved  on  October  26th  the  Des 
Moines  General  application  for  cardiovascular  surgery. 
The  3-1  vote  for  approval  came  after  a meeting  of  almost 
six  hours  of  the  CON  Council  and  1122  Review 
Committee  Strong  opposition  to  approval  of  the 
project  was  presented  by  the  Health  Systems  Agency 
representative  and  by  the  Chairman  of  the  1122 
Committee.  Des  Moines  General,  however,  argued  that 
the  CON  law  requires  that  providers  (physicians  and 
hospitals)  and  patients  be  given  a freedom  of  choice 
between  osteopathic  services  and  allopathic  services. 
The  Hospital  pointed  out  throughout  its  presentation 
that  this  is  a basic  right  recognized  and  established  by 
the  Legislature  and  that  this  principle  impacted  on  their 
consideration  of  the  total  project 
Mr.  Kingsbury,  in  his  comments,  stated  that  this 
provision  does  not  relieve  Des  Moines  General  from 
CON  review  nor  does  it  mean  that  DMGH  does  not  have 
to  meet  review  standards.  It  does,  however,  mean  that 
the  committees  must  look  at  that  issue  as  it  relates  to 
and  perhaps  modifies  the  other  criteria  for  a certificate. 
In  this  particular  case,  for  example.  DMGH  had 
established  an  osteopathic,  unmet  need  that  was  going 
to  be  served.  In  addition,  however,  the  Hospital  had  to 
demonstrate  its  ability  to  meet  other  CON  criteria,  such 
as  financial  feasibility  and  quality  of  the  program. 

Des  Moines  General  also  made  a strong  case  that  its 
program  could  be  implemented  for  an  extremely  low 
dollar  amount  ($80,000)  and  that  its  program  would  be 
cost-effective.  The  Hospital  projects  that  it  will  serve 
200-240  patients  by  three  years  after  implementation. 
The  Hospital  also  demonstrated  that  its  program  would 
not  adversely  affect  the  quality  of  care  or  financial 
feasibility  of  other  existing  programs. 


APPROVAL  WAS 
A TEAM  EFFORT 

Throughout  the  process  of  planning  for  and  seeking 
approval  for  the  CV  surgery  program,  the  effortwas  one 
of  a team  approach.  A substantial  number  of  people 
from  DMGH  were  involved  in  virtually  all  phases  of  the 
program.  The  "team  approach"  began  with  the 
Corporate  Board  and  Board  of  Trustees  making 
decisions  and  determining  direction  for  the  program. 
The  Trustees  also  appointed  a task  force  to  look  at  the 
feasibility  of  developing  the  program,  and  that  group 
met  for  several  months  early  in  1978.  A second 
administrative  group  was  assembled  in  May  and  has 
worked  for  the  past  several  months  to  work  through  the 
planning  process.  That  group  has  had  between  17-20 
physicians  and  administrative  people  providing  input 
and  assistance.  j 

From  an  administrative  point  of  view,  the  team  approach 
occurred  with  Mr.  Kingsbury  primarily  handling  the 
health  planning  process  and  presentations.  Mr.  Tate 
coordinating  the  preparation  of  tne  hospital  for  the 
actual  operation  of  the  program,  and  Mr.  Lintjer 
providing  the  substantial  research  and  written  material 
necessary  in  seeking  approval.  In  a similar  manner,  the 
legal  counsel  that  has  been  involved  in  the  CV  issue  has 
included  several  different  people.  Primary  leadership  in 
the  legal  area  has  come  from  Mr.  George  LaMarcaof  the 
Williams.  Hart.  Lavorato  & Kirtley  law  firm.  In  addition 
to  assistance  from  the  attorneys  and  staff  at  Mr. 
LaMarca's  firm,  other  assistance  was  provided  by  John 
Connolly  III  and  Bernard  Connolly,  Jr.  of  the  Connolly. 
O'Malley,  Lillis  & Hansen  f.rm  (the  Hospital’s  general 
counsel).  Finally.  Mr.  Dick  Thornton  from  the  Stewart, 


446 


In  addition  to  the  osteopathic  philosophy,  the  Hospital 
pointed  out  that  its  philosophy  and  approach  is  dlfterent 
In  that  It  is  incorporating  its  program  into  existing 
services  and  programs  of  the  Hospital.  This  philosophy 
is  opposed  to  the  philosophies  of  some  CV  surgery 
programs  of  creating  totally  separate  and  new  facilities 
and  services  exclusively  for  the  CV  surgery  effort.  This 
approach  is  financially  advantageous  and  also  has  the 
benefit  of  strengthening  many  areas  of  the  institution. 
DRAMATIC  DECISION  The  decision  came  in  a manner 
that  could  not  have  been  more  dramatic  had  it  been 
directed  by  Hollywoodl  After  the  long  and  intense 
meeting,  the  discussion  came  to  a close  with  an 
impassioned  plea  by  an  HSA  Board  memberto  deny  the 
project.  The  1122  Committee  Chairman  then  asked  for 
his  group  to  make  a motion  regarding  the  application. 
Several  minutes  passed  with  no  one  making  a motion  or 
saying  a word.  The  Chairman  again  asked  for  a motion 
and  indicated  he  could  wait  a long  time  for  such  a 
motion.  Again,  several  minutes  passed  with  no  motion 
and  no  discussion.  Finally,  one  Board  member  raised 
several  additional  questions,  received  answers  from  Mr. 
Kingsbury  and  then  made  a motion  for  denial  of  the 
project  The  motion  was  seconded  and  unanimously 
passed.  That  decision  was  and  is  unimportant  in  that  it 
only  gives  approval  for  reimbursement  for  the 
equipment  costs  of  the  project  (which  are  relatively 
minor).  However,  it  seemed  to  present  a bad  omen  for 
the  critical  decision  of  the  CON  group. 

The  Chairman  of  the  CON  Council,  Mr.  Wendell 
Benson,  then  called  for  his  group  to  make  a motion. 
Without  hesitation,  but  in  an  extremely  soft  voice.  Mrs. 
Frances  Colston  made  a simple  and  direct  motion  for 
approval  of  the  DMGH  application  for  CV 
surgery.  Although  it  sounds  overly  dramatic,  the 
quietness  of  Mrs.  Colston's  voice  and  the  drama  of  the 
situation  had  virtually  everyone  in  the  room  leaning 
forward  on  the  edge  of  their  seats.  The  motion  was 
immediately  seconded  by  Mrs.  Constance  Cissack  of 
Clinton  and  a roll  call  vote  was  demanded. 


and  unclear  at  the  time  of  this  writing  whether  the  HSA 
Board  had  authorized  such  an  appeal  or  whether  the 
individual  speaking  has  the  authority  to  make  such  a 
decision.  It  is  also  unclear  what  the  grounds  of  such  an 
appeal  will  be. 

In  relation  to  appeal.  Mr.  Kingsbury  has  indicated  that 
"The  CON  decision  is  what  counts.  We  now  have  a 
certificate  to  perform  cardiovascular  surgery."  Mr. 
Kingsbury  went  on.  "I  question  what  grounds  the  HSA 
will  appeal  this  decision  on  and  whether  the  HSA  even 
has  standing  to  make  such  an  appeal.  I am  also 
encouraged  by  tne  fact  that  the  burden  of  proof  is  now 
on  them  and,  finally,  I am  very  confident  in  the  strength 
of  the  record  we  have  created  in  gaining  the  CON 
approval."  Mr.  Kingsbury  also  indicated  he  anticipates 
DMGH  will  proceed  with  plans  for  implementing  the 
surgery  and  will  work  with  the  State  in  defending  any 
appeal  that  might  come  along. 


Heartney,  Brodsky,  Thornton  & Harvey  firm 
(representing  the  Polk  Co.  Society  of  Osteopathic 
Physicians  & Surgeons)  provided  assistance  at  some  of 
the  planning  meetings. 


The  first  voter.  Mrs.  Colston,  voted  YES;  the  second 
member  voted  NO;  the  third  individual,  Mrs.  Cissack, 
voted  YES  and  the  final  vote  was  to  be  cast  by  Mr. 
Benson,  the  Chairman.  The  possibility  of  a tie  vote 
alone  was  surprising,  and  it  was  then  apparent  that 
would  be  the  worst  that  would  occur.  In  a loud  and 
certain  vote  Mr.  Benson  indicated  "The  Chair  votes 
YES.”M!I 

The  impact  of  that  moment  cannot  be  described  butthe 
group  as  a whole  literally  let  out  a sigh  of  relief.  The  sigh 
was  one  of  frustration  on  the  few  who  opposed  our 
project  and  one  of  relief  and  joy  of  the  many  in  the  room 
who  came  to  support  Des  Moines  General.  Again, 
although  it  sounds  dramatic,  it  was  a moment  that  few  of 
those  in  the  audience  will  forget. 

POSSIBLE  APPEAL  After  a short  recess,  the  Health 
Systems  Agency  representative  indicated  that  the  HSA 
would  appeal  the  decision.  It  was  unclear  at  that  time 


As  is  usually  the  case  in  planning  and  implementing  a 
new  program,  many  hospital  departments,  department 
heads  and  employees  have  been  involved  in  preparation 
for  the  program.  Likewise,  a team  approach  involving 
many  areas  and  departments  of  the  hospital  will  be 
necessary  for  future  preparation  and  operation  of  the 
program. 

Perhaps  most  impressive  was  the  substantial  number  of 
people  who  were  involved  in  the  actual  presentation  at 
formal  planning  meetings.  Mr.  Kingsbury  indicated  that 
at  the  final  CON  meeting  there  were  19  people  who 
provided  testimony  or  comments  in  person  and  a 
substantial  number  of  others  who  provided  written 
letters  of  support  or  information.  Mr.  Kingsbury,  Dr. 
Dakovich,  Dr.  Loerke,  Dr.  LeMar,  Dr.  K.  Brown.  Mr. 
LaMarca  and  Mr.  Thornton  all  provided  a part  of  the 
detailed  presentation.  Each  covered  a particular  area 
with  Mr.  Kingsbury  coordinating  the  overall 
presentation  and  providing  the  concluding  summary. 
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Dr.  Burl  Routman  made  comments  Irom  the  perspective 
ot  the  General  Practitioner  who  is  Involved  in  referring 
potential  cases.  He.  along  with  Doctors  LeMar  and 
Brown  and  other  physicians,  provided  the  perspective 
of  freedom  of  choice  of  physicians  to  elect  osteopathic 
medical  care.  As  further  physician  support.  Dr.  David 
McClain  (President-Elect  of  the  Iowa  Osteopathic 
Society)  invited  physicians  from  throughout  the  state  to 
attend  the  meeting  and  represent  their  particular  part  of 
Iowa.  Dr.  Julius  Abramsohn,  Dr.  Dan  Toriello,  Dr. 
Patrick  Frankl,  Dr.  Roger  Rademacher.  Dr.  Ray  Avera, 
Dr.  G.  Earl  Jurgensen.  Dr.  John  Campbell  and  Dr.  David 
Wilson  attended  the  CON  meeting  in  that 
capacity.  Each  made  a short  presentation  in  support  of 
the  project  and  in  support  of  the  osteopathic  profession 
and  principles  being  presented  by  Des  Moines  General. 
A very  effective  letter  was  read  from  an  osteopathic 
patient  who  will  require  cardiovascular  surgery, 
indicating  his  preference  for  having  such  surgery  done 
by  an  osteopathic  physician.  In  addition,  Phil  Pletcher, 
Ph.D.,  made  a personal  presentation  regarding  his 
recently-completed  open  heart  surgery.  Dr.  Pletcher 
also  pointed  out  his  right  to  choose  between 
osteopathic  and  allopathic  medicine  and  surgery. 
Finally,  numerous  letters  of  support  were  received  from 
physicians  throughout  Iowa  in  support  ot  the  project 
and  the  philosophy  and  approach  being  taken. 
Substantial  use  was  also  made  ot  a survey  of 
osteopathic  physicans  in  Iowa  and  their  feelings 
regarding  the  project.  An  important  letter  was  also 
received  from  Dr.  Leonard  Azneer,  President  of  COMS, 
in  support  ol  the  program  and  explaining  its  importance 
to  the  educational  goal  of  COMS  and  DMGH. 
Supportive  letters  were  also  provided  by  Mr.  Dwight 
Reigert  of  Davenport  Osteopathic  Hospital  and 
Mr.Darrell  Vondrak  of  Manning  General  Hospital. 


rt  brown,  u.u.,  cardiovascular 

APPROVAL  PROCESS: 
LONG  AND  HARD 


The  approval  process  for  the  cardiovascular  surgery 
project  was  one  that  was  extremely  long  and  difficult.  It 
perhaps  is  an  excellent  example  of  a need  for  a new 
perspective  between  the  scope  of  a project  (that  is,  the 


cost)  and  the  need  for  an  extensive  approval  process.  A 
process  that  costs  more  to  go  through  to  gain  approval 
than  the  cost  ol  actual  implementation  of  a project  has 
to  raise  questions  regarding  the  value  and 
appropriateness  of  such  a review  project.  Nevertheless, 
the  health  planning  process  is  one  that  has  been 
developed  over  many  years  of  trial  and  error  and 
consideration.  It  is  one  that  is  developed  with  the  best 
of  motives  and  with  the  community  interest  at  heart.  In 
the  final  analyis,  perhaps  the  fcest  summary  of  what 
occurred  is  that  cardiovascular  surgery  became  a 
symbol  of  what  some  planners  saw  as  their  obligation  to 
restrict  The  perception  of  some  on  the  planning 
agencies  was  that  cardiovascular  surgery  is  extremely 
unique  from  all  other  kinds  of  surgery  and  is  extremely 
expensive  to  implement.  The  planners  have  also 
struggled  with  a concept  that  says  that  one 
consolidated  unit  is  better  than  two  smaller  units  and 
that  competition  does  not  work  in  the  health  care  field 
In  the  review  of  DMGH's  cardiovascular  project, 
planners  also  had  concern  for  the  "precedent"  they 
would  establish  by  making  a positive  decision.  In  the 
end,  however,  the  CON  Council  looked  beyond  these 
concerns  and,  apparently,  addressed  the  facts  as 
presented,  and  applied  the  law  as  they  understood  its 
simple,  straightforward  reccing. 

Whatever  the  causes,  the  process  of  developing  the 
cardiovascular  program  and  seeking  its  approval  was 
perhaps  the  single  most  major  project  taken  on  by 
DMGH  for  the  past  twelve  months. 

The  process  began  perhaps  in  the  early  1970's  when 
DMGH  made  a commitment  to  assist  in  the  training  of  a 
D.O.  cardiovascular  surgeon.  The  commitment  for  a 
specific  program  at  Des  Moines  General  was  formalized 
in  September  1977  when  the  Corporate  Board  of  DMGH 
resolved  to  do  whatever  necessary  to  initiate  a 
cardiovascular  program.  Since  that  time  presentations 
have  been  made  at  six  different  formal  planning 
meetings  to  almost  1 00  different  individuals  over  a span 
of  more  than  two  months.  The  formal  meetings  have 
lasted  a total  of  almost  20  hours,  and  preparation  for 
those  meetings  have  undoubtedly  been  many  times  that 
amount.  Numerous  informal  meetings  were  held  with 
the  staffs  of  the  various  agencies  and  countless 
individual  meetings  with  peonle  involved  in  some  aspect 
of  the  project.  The  planning  and  preparation  meetings 
within  DMGH  were  beyond  count  but  must  have  been 
well  over  50.  Mr.  Kingsbury  reported  that  the  two  CV 
groups  met  over  20  times  and  estimated  that, 
considering  the  value  of  the  participants'  time,  those 
meetings  alone  cost  over  $20,000. 

Literally  hundreds  of  telephone  calls  have  occurred  and 
hundreds,  if  not  thousands,  of  pages  of  materials 
prepared.  Mr.  Lintjer  indicated  that  the  original 
application  was  only  about  40  pages  long  but  that  the 
file  on  the  cardiovascular  surgery  planning  approval 
now  is  probably  about  12  inr-ho*  thi/-v 
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FINAL  PLANS  FOR 
IMPLEMENTATION  UNDERWAY 

Plans  were  begun  Friday,  the  day  after  approval  was 
received  for  the  implementation  of  the  cardiovascular 
surgery  program  at  DMGH.  Intensive  efforts  for 
initiation  of  the  CV  surgery  program  were  begun  over 
six  months  ago  and  culminated  in  the  surgery  planned 
to  occur  in  late  June.  A Board  of  Trustees' decision  was 
made,  however,  to  delay  that  surgery  (in  part  at  the 
request  of  the  Healths  Systems  Agency)  and  proceed 
through  the  planning  process  to  seek  approval.  Since 
that  decision,  efforts  have  continued  to  further  prepare 
for  surgery.  Mr.  Tate  indicated  that  a series  of  steps, 
meetings,  and  final  preparations  are  now  underway  and 
will  occur  over  the  next  several  weeks.  The  final, 
necessary  piece  of  equipment  — a heart/lung  machine 
— has  now  been  received,  and  the  remaining  efforts  are 
for  the  establishment  of  protocols  and  the  coordination 
and  final  preparation  of  the  team.  Mr.  Tate  stated  that 
"various  'rehearsals’  and  trial  runs  will  occur  with  the 
final  preparation  being  a detailed  review  of  everything 
that  will  occur  from  the  time  a patient  is  admitted  until 
his  discharge."  Plans  call  for  the  first  surgery  to  be 
performed  within  30  days. 


A MAJOR  PRECEDENT 

Over  a year  ago  Des  Moines  General,  along  with  the 
Polk  Co.  Society  of  Osteopathic  Physicians  and 
Surgeons,  undertook  efforts  to  have  included  in  the 
Certificate  of  Need  law  a provision  which  protected  the 
osteopathic  profession  and  the  freedom  of  providers 
and  patients  to  choose  between  osteopathic  and 
allopathic  medicine.  That  effort  was  successful  in 
including  such  a provision.  The  cardiovascular 
decision  reached  last  Thursday  was  the  first  real 
application  of  that  provision  of  the  law.  The  CON 
Council  approved  the  CV  surgery  project  and  thereby 
recognized  the  appropriateness  of  having  osteopathic 
need  as  a legitimate,  unmet  patient  need.  It  also 
recognized  that  the  law  must  be  applied,  as  it  so  clearly 
states,  in  such  a way  as  to  protect  the  freedom  of  choice 
between  these  two  distinct  medical  philosophies. 

Although  it  may  be  months  or  years  before  the  full 
impact  of  this  decision  is  known,  It  Is  clear  that  this  is  a 
decision  that  is  of  critical  importance  to  the  osteopathic 
profession  in  Iowa  and  perhaps  the  country.  Other 
issues  and  decisions  will  come  along  that  will  more 
clearly  and  definitively  define  the  application  of  the 
CON  to  the  osteopathic  profession,  but  this  decision  is 
clearly  an  outstanding  first  decision  In  this  issue. 


449 


5*35  WOODWARD  AVENUE  • DETROIT,  MICHIGAN  48202 
131-6660 


ART  CENTRE  HOSPITAL 


MIC 


September  3,  1976 


Mr.  Michael  F.  Doody,  President 
American  Osteopathic  Hospital  Association 
1211  Connecticut  Avenue  N.W.,  Suite  212 
Washington,  D.  C.  20036 

Dear  Mr.  Doody: 

This  is  in  response  to  your  Mailgram  of  September  1,  1976,  regarding 
discrimination  against  Osteopathic  Hospitals  in  the  State  Certificate  of 
Need  and  planning  process. 

In  1974  Art  Centre  Hospital  filed  for  a Certificate  of  Need  to  replace  its 
original  hospital  with  no  increase  in  beds.  This  was  denied  and  was 
appealed  to  the  State  Facilities  Health  Commission.  Their  hearing 
officer  reversed  the  State  Department  of  Health's  decision  and  recommend- 
ed approval.  The  State  Health  Facilities  Commission  then  disapproved 
their  own  hearing  officer's  recommendation  and  Art  Centre  Hospital  was 
denied.  One  of  the  reasons  stated  for  the  denial  of  a Certificate  of  Need 
to  Art  Centre  Hospital  was  that  issuance  would  perpetuate  overbedding  in 
an  already  overbedded  area.  At  that  time  Art  Centre  Hospital  was  the 
only  hospital  denied  and  Certificates  of  Need  had  been  issued  to  other 
hospitals  throughout  the  state  in  similar  overbedded  areas. 

We  are  currently  in  the  process  of  appealing  this  in  the  Circuit  Court. 

At  that  time  Art  Centre  Hospital  was  the  only  hospital  that  had  been  denied 
a Certificate  of  Need.  Since  this  date  a Certificate  of  Need  has  been  issued 
to  a hospital  in  our  own  district  for  renovation.  It  is  impossible  for  us  to 
determine  if  Art  Centre  Hospital's  unfortunate  decision  was  an  act  of 
discrimination. 

Should  you  have  any  questions  regarding  this  matter,  please  do  not  hesitate 
to  contact  me. 


Sincerely, 


RSW 

jm 
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LEE  CLINIC 


OREELEY.  COLORADO 


December  27,  1977 


Mr.  C.  Robert  Benedict 

American  Osteopathic  Hospital  Association 
Washington  Office 
603  Pennsylvania  Avenue  SE 
Washington,  DC  20003 

Dear  Mr.  Benedict: 

Mr.  Oshinsky  has  given  me  your  letter  of  December  5,  1977. 

I have  taken  the  liberty  to  enclose  some  of  the  arguments  we  intend  to 
present  to  our  local  HSA  regarding  the  discriminating  national  health 
planning  guidelines. 

As  far  as  personal  discrimination  is  concerned,  I was  twice  turned 
down  by  Weld  County  General  Hospital.  First  for  staff  privileges  and 
general  surgical  privileges  and  on  a second  application  turned  down 
for  straight  staff  privileges.  These  privileges  were  asked  for  after 
ten  years  of  practice  in  this  community.  This  action  took  place  about 
1972. 

During  the  process  of  these  applications,  I met  with  the  application 
screening  committee  and  Dr.  Bernerd  Wolach,  a local  urologist,  was  so 
extremely  rude  that  it  was  even  impossible  to  answer  the  questions  that 
were  asked.  His  forceful  accusations  and  interuptions  made  it  impossible 
for  any  kind  of  presentation  for  this  committee.  It  was  recommended  that 
I talk  to  the  executive  committee  of  the  staff  following  this  meeting. 

In  an  executive  committee  of  the  staff,  I was  informed  by  Dr.  Fred  B. 
Groves , that  I could  never  do  general  surgery  at  Weld  County  General 
Hospital  unless  I went  to  some  insitution  and  took  adequate  training. 

The  physicians  that  have  been  accepted  at  Weld  County  General  Hospital 
have  been  general  practitioners  with  one  exception,  an  eye,  ear,  nose 
and  throat  man  who  has  only  had  one  year  of  speciality  training  and  does 
not  desire  to  do  EENT  surgery  at  that  hospital.  He  has  been  active  in 
assisting  other  eye  surgeons  in  their  surgery. 

Briefly  my  background  is  as  follows: 

1.  Born  and  raised  in  this  same  community. 

2.  In  highschool,  my  grades  were  in  the  upper  10%  of  my  class  and 
I was  involved  in  athletics  where  I received  an  award  for  the 
outstanding  athlete  of  the  highschool  and  during  my  stay  was 

a state  champion  in  wrestling. 
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Page  II 

Mr.  C.  Robert  Benedict 
December  27,  1977 

3.  I was  accepted  to  the  University  of  Michigan  and  had  an  athletic 
scholarship. 

4.  While  attending  the  University  of  Michigan,  I was  number  three  in 
the  national  collegiate  wresting  championships  and  received  the 
FIELDING  YOST  award  for  combined  athletic  and  academic  achievement. 

5.  After  three  years  of  pre-raed,  I was  accepted  at  the  College  of 
Osteopathic  Physicians  and  Surgeons  in  California  where  I was  in 
the  upper  15%  of  my  class  and  number  two  on  the  senior  qualifying 
finals.  I was  president  of  my  professional  fraturnity.  Iota  Tau 
Sigma. 

6.  I was  accepted  at  the  Los  Angeles  County  Osteopathic  Hospital  for 
internship,  a coveted  internship. 

7.  Following  my  internship,  I was  accepted  in  one  of  two  general 
surgical  residencies  available  in  the  state  of  California. 

8.  On  completion  of  my  residency  in  general  surgery  at  Long  Beach 
Osteopathic  Hospital,  I returned  to  practice  in  my  home-town  of 
Greeley,  Colorado. 

9.  During  the  eleven  years  of  practice,  I was  accepted  as  a member 
in  the  American  College  of  Osteopathic  Surgeons. 

10.  Following  acceptance  in  the  American  College  of  Osteopathic  Surgeons, 

I successfully  passed  the  boards  of  general  surgery. 

11.  Following  being  turned  down  at  Weld  County  Hospital,  Dr.  John  Grow 
Sr.,  an  eminent  cardiovascular  surgeon,  head  of  the  Grow  Surgical 
Group  (eight  cardiovascular  surgeons),  allowed  me  to  scrub  in  open 
heart  surgery  for  one  and  a half  years  every  Tuesday.  He  certainly 
accepts  me  and  speaks  well  of  my  work.  It  is  unlikely  that  a better 
physician  exists  in  the  allopathic  profession  in  the  state  of  Colorado 
than  Dr . Grow . 

In  conclusion,  I apologize  for  having  to  list  some  of  the  places  where  I have 
excelled  over  the  years  but  it  is  difficult  to  establish  any  kind  of  discrimin- 
ation unless  you  know  something  about  the  individual  you  are  discribing.  I 
hope  this  is  helpful  and  I would  be  glad  to  help  you  in  any  way  that  I can. 

Sincerely  yours. 

Miles  D.  Lee,  D.O. 
ck 


Enclosure 
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THE 

GRAND  RAPIDS 

December  26,  1977  OSTEOPATHIC  ^ 

HOSPITAL 

A non-profit  community  teaching  hospital 

The  Honorable  Frederic  A.  Grl 
3278  Roosevelt  Road 
Apartment  T-IO 
Muskegon,  Michigan  49441 

Dear  Judge  Grimm: 

Recent  action  of  the  West  Michigan  Health  Systems  Agency  Board  with  serious 
potential  Impact  on  Grand  Rapids  Osteopathic  Hospital  prompts  this  letter. 

It  Is  our  understanding  that  a motion  was  defeated  14  to  13  on  the  question 
of  allowing  an  Osteopathic  Hospital  obstetrical  service  to  be  exempted  from 
the  proposed  Health  Systems  Agency  goal  of  1,500  minimum  deliveries  per 
year  In  population  centers  of  100,000  or  more.  A letter  from  Mr.  McCarthy, 
our  President,  had  drawn  your  attention  to  the  fact  that  strict  Interpreta- 
tion of  that  goal  could  close  all  but  one  osteopathic  obstetrical  service 
In  the  entire  United  States  (actually,  there  are  two  hospital  corporations 
which  could  meet  this  goal;  however,  only  one  Is  a single,  unitary  Insti- 
tution); this  purely  on  the  basis  of  arbitrary  numbers  and  with  no  objective 
analysis  of  comparative  cost  or  outcomes  In  terms  of  successful  deliveries 
of  health/ Infants  from  healthy  mothers.  This  also,  despite  the  fact  Grand 
Rapids  Osteopathic  Hospital  has  demonstrated  mortality,  morbidity  and 
length  of  stay  statistics  equal  to  or  better  than  most  centers  that  deliver 
In  excess  of  2,000  babies  a year.  (See  Michigan  Department  of  Public  Health 
"Perinatal  Mortality  By  Hospital  Birth,  Michigan  1970-72"  as  distributed 
June  23,  1975.)  We  are  hospital  number  133  In  this  study. 

The  HSA  Board  members  should  be  aware  of  the  Impact  on  services  to  this  com- 
munity should  It  propose  to  force  closure  of  the  obstetrical  unit  of  Grand 
Rapids  Osteopathic  Hospital. 

I . Closure  of  the  postdoctoral  training  program  for  Interns.  A 
rotating  internship  In  an  AOA  approved  osteopathic  hospital  Is 
required  for  osteopathic  practice  licensure  In  Michigan.  An  AOA 
approved  program  requires  obstetrical  experience  In  an  osteopath- 
leal  ly  oriented  Institution.  Our  Internship  program  currently  Is 
training  14  Interns,  many  of  whom  will  become  family  practitioners 
In  the  West  Michigan  area.  These  Interns  would  be  deprived  of 
exposure  to  the  treatment  of  newborn  Infants  as  well  as  the  man- 
agement of  obstetrical  delivery. 

The  only  way  an  Intern  program  could  be  continued  in  the  absence 
of  obstetrical  service  at  Grand  Rapids  Osteopathic  Hospital  would 
be  to  send  osteopathic  Interns  to  another  osteopathic  hospital 
which  would  meet  the  volume  requirements  of  the  HEW  Guidelines. 

The  one  such  osteopathic  hospital  In  the  country  obviously  cannot 
provide  such  training  programs  for  the  1,000  D.O.  graduates  ex- 
pected In  1978  and  In  future  years. 

1919  boston  st.,  s.e. ./  grand  rapids,  michigan  49506  / phone  (616)  452-5151 
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2.  Closure  of  the  Residency  training  programs  In  Obstetr Ics/Gynecoloqy 
Our  four-year  residency  program  In  this  primary  care  specialty 
provides  for  training  of  three  residents  at  a time  at  present. 

These  residents  are  not  only  being  trained  to  deliver  a needed 
service,  they  participate  In  the  teaching  of  undergraduate  medical 
students,  the  care  of  patients  In  obstetrics  and  gynecologic  sur- 
gery and  In  the  operation  of  a clinic  for  the  medically  Indigent 
and  high  risk  women  of  the  area.  All  obstetricians  on  our  staff 

at  this  time  are  graduates  of  our  program. 

3.  Closure  of  the  OB/Gyn  Clinic  which  would  deprive  high  risk-mothers 
of  pre-partum,  post-partum  and  gynecology  services,  as  wel I as  a 
choice  of  physician  and  hospital. 

4.  Closure  of  educational  classes  for  expectant  parents  which  stress 
teaching  of  the  physiology  of  pregnancy,  labor  and  delivery  as  well 
as  parenting  and  Infant  care. 

5 . Probable  disruption  of  the  Hospital's  major  affiliate  status  with 
liichigan  State  University  College  of  Osteopathic  Medicine.  ATI  five 
osteopathic  hospitals  with  major  M.S.U.  affiliate  status  in  Michigan 
are  required  to  provide  a teaching  program  for  students  In  eight 
major  medical  disciplines  Including  obstetrics.  The  HEW  Gulde- 

I ines.  If  strictly  appl led,  would  close  al I but  one  of  the  five 
major  teaching  hospitals  affiliated  with  the  University,  creating 
an  Impossible  student  load  for  the  one  remaining  hospital. 

In  addition  to  all  of  the  above,  closure  of  the  obstetrics  services  of  Grand 
Rapids  Osteopathic  Hospital  would  waste  the  many  thousands  of  dollars  recently 
expended  to  renovate  our  obstetrical  labor,  delivery  and  nursery  areas  to 
comply  with  State  requirements.  This  renovation  was  done  with  the  approval  of 
the  liichigan  Department  of  Public  Health  and  completed  In  1976. 

Therefore,  we  are  concerned  that  Mr.  McCarthy's  letter  to  WMHSA  pointing  out 
one  area  of  national  concern  from  an  osteopathic  hospital  standpoint  v/as  sim- 
ply summarized  and  not  mentioned  at  the  meeting  prior  to  Mr.  Leegwater's,  a 
vice  president  of  our  hospital,  raising  this  Issue.  We  had  hoped  our  letter 
would  make  WMHSA  sufficiently  aware  of  the  problem  to  permit  opportunity  for 
dialogue,  which,  unfortunately,  never  materialized. 

We  further  understand  that  the  proposed  amendment  ultimately  considered  by 
the  HSA  Board  dealt  with  two  completely  separate  issues,  namely:  the  exemp- 
tion of  osteopathic  hospitals  from  the  1,500  delivery  rule  and  a proposal  to 
permit  additional  CAT  Scanners  In  the  region  under  certain  circumstances. 

Since  these  questions  were  not  divided.  It  would  seem  difficult  to  assess 
what  might  have  boon  the  outcome  on  either  had  they  been  considered  separately. 
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In  view  of  all  the  above  considerations,  we  would  like  to  ask  that  the  natter 
of  obstetrical  delivery  numerical  requirements  be  reconsidered,  at  least  as 
they  apply  to  osteopathic  teaching  hospitals  and  in  particular  to  Grand  Rapids 
Osteopathic  Hospital. 

Given  the  opportunity,  we  would  be  most  happy  to  present  further  testimony 
before  the  WMHSA  Board  regarding  this  vital  issue. 


Board  of  Directors 

Grand  Rapids  Osteopathic  Hospital 


cc:  Russell  J.  Etzel,  First  Vice  President 

Ms.  Arlene  Hoover,  Second  Vice  President 


Robert  J.  Baker,  1 1 . D . 
Honorable  Leo  Bebeau 
Owen  Bieber 

i is . Sylvia  L.  Birckhead 
Harold  E.  Bowman,  H.D. 

Robert  L.  Broersna 
Ms.  Marjorie  Byrnes 
Ms.  Patricia  Camp,  R.N. 

Jesse  L.  Carter 
Wi I I iam  J . Cha i I I e 
Emeterio  A.  Cisneros 
Ms.  Mabel  Porteous 
David  E.  Post 
Winston  B.  Prothro,  H.D. 

D.  Lee  Satterlee 
Donald  B.  Birtwistle 
Russel  I L.  Shepherd 
Donald  Sheridan 
Charles  G.  Shid I er 
Ms.  Barbara  Smith 
Leslie  V.  Spriggs,  D.O. 
Robert  D.  Swartz 
Melvin  A.  Tardy 
‘is.  Lea  Tobar 

Theodore  S.  Vanderveen,  M.D. 
John  B.  Wit  kes,  H.D. 
Harrison  R.  Wilson 
H.  Rhett  Pinsky 


Gerald  VanNoord,  Secretary 
Alvin  E.  Jacobson,  Jr.,  Treasurer 

Douglas  E.  Jenks 
Ms.  Joyce  Kortman 
Richard  C.  Lague 
Michael  0.  Lareau 
Ms.  Harriett  McBride 
Donald  Me  Inn  is 
Ms.  Esther  Mitchell 
Peter  H.  Iversen 
Dennis  Nickels 
James  T.  Peek 
Ms.  Nancy  Clair 
Ms.  Joyce  Collins,  R.N. 

Father  Patrick  Cawley 
Thomas  Cooper 
Ms.  Jessie  Dalnan 
Reverend  Terry  L.  Daly 
Wi I son  C.  Deaver 
William  J.  Downer,  Jr. 

Jerry  L.  Erickson 
James  M.  Farrell 
John  Halmond 
Ms.  Bernadine  Hedrick 
Honorable  Stuart  Hoffius 
Frank  Howell,  D.D.S. 

Paul  E.  Ingl is 
J.  Henry  Irwin 
William  J ac  kson 
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American  Psychiatric  Association 

1700  Eighteenth  Street,  N.W.,  Washington,  D.C.  20009  • Telephone:  (202)  797-4900 

Board  of  Trustees,  1978-1979 

March  20,  1979 

Alan  A.  Stone,  M.D. 
President-Elect 
Donald  G.  Langsley,  M.D. 

The  Honorable 
Edward  M.  Kennedy 
Chairman 

Subcommittee  on  Health  & 

Lewis  L.  Robbins.  M.D. 

Vice-President 
H.  Keith  H.  Brodie,  M.D. 

Secretary 

Charles  B.  Wilkinson.  M.D. 

Scientific  Research 
Senate  Labor  & Human  Resources 
Committee 
U.S.  Senate 

Washington,  D.C.  20510 

Judd  Marmor,  M.D. 
Robert  W.  Gibson,  M.D. 
Jack  Weinberg,  M.D. 
Ben  W.  Feather,  M.D. 
Gene  Usdin.  M.D. 
Abram  M.  Hostetter,  M.D. 

William  B.  Spriegel,  M.D. 
Henry  B.  Brackin,  Jr.,  M.D. 
Robert  A.  Moore,  M.D. 
David  Starrett,  M.D. 
Mary  Ann  Bartusis.  M.D. 
Nancy  C.  A.  Roeske,  M.D. 

Dear  Mr.  Chairman: 

On  behalf  of  the  American  Psychiatric  Association,  a medical 
specialty  society  representing  over  24,000  psychiatrists 
nationwide,  we  appreciate  the  opportunity  to  set  forth 
our  views  in  regard  to  S.  544,  the  proposed  amendments  to 
the  National  Health  Planning  and  Resource  Development  Act 
(PL  93-641) . We  are  particularly  gratified  to  note  the 
inclusion  in  S.  544  of  many  of  the  APA-recommended  changes 
in  the  planning  law  which  will  better  integrate  mental 
health  planning  into  the  process. 

John  Talbott.  M.D. 
Robert  J.  Campbell,  M.D. 

The  enactment  of  the  National  Health  Planning  and  Resource 
Development  Act  (PL  93-641) , based  in  great  measure  upon 
legislation  introduced  by  you,  Mr.  Chairman  in  the  93d 

Robert  J.  Campbell,  M.D. 

Robert  O.  Pasnau,  M.D. 

Speaker-Elect 

Congress  (S.  2994),  clearly  marked  the  start  of  a new 
era  for  the  nation 1 s health  care  through  integrated 
planning,  development  and  coordination  of  services  and 
resources.  Since  enactment  of  the  law  in  1975,  the 
American  Psychiatric  Association  has  carefully  monitored 
and  evaluated  the  planning  law's  implementation  both  through 
the  Administration  regulatory  process  and  at  State  and  local 
levels  of  activity.  We  have  served  as  an  advocate  for 

John  C.  Nemiah.  M.D.,  Editor 
American  Journal  of  Psychiatiy 
Melvin  Sabshin.  M.D. 
Medical  Director 
Jay  B.  Cutler,  J.D. 
^ ^ Special  Counsel  and 

Donald  W.  Hammersley^M.D. 
Deputy  Medical  Director 
Carolyn  B.  Robinowitz,  M.D. 
Deputy  Medical  Director 
Robert  L.  Robinson,  M.A. 
Director,  Public  Affairs 
Jeanne  Spurlock.  M.D. 
Deputy  Medical  Director 
Henry  H.  Work,  M.D. 
Deputy  Medical  Director 
Jack  W.  White,  D.B.A.,  Depttiv 
Director,  Business  Administration 

active  participation  on  behalf  of  the  health  needs  of  rhe 
mentally  ill  throughout  the  process  of  implementation. 

However,  as  noted  in  our  testimony  last  year  — and 
reflected  in  your  Senate-passed  bill  — our  efforts  to  ensure 
credible  mental  health  representation,  staffing  and  link- 
ages between  the  systems  for  the  development  of  physical 
and  mental  health  services  have  been  continually  frustrated, 
to  the  detriment  of  the  nation's  mentally  ill  and  indeed 
the  health  of  all  Americans.  As  you  recall,  it  has  long 
been  our  view  that  mental  health  and  meeting  the  treatment 
needs  of  the  mentally  ill  should  not  be  regarded,  for  the 
purposes  of  planning  legislation,  as  a special  interest. 
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Rather,  such  should  be  a clear  and  integrated  component 
both  of  Federal,  state  and  local  health  planning  and 
service  delivery  and  thus  an  essential  part  of  the 
development  of  health  systems  agencies  and  other  organi- 
zational elements  established  under  the  legislation. 

PL  93-641  left  such  integration  implicit  in  law,  which 
has  led  to  the  frustration  of  our  efforts  to  assure  a 
mental  health  component  to  the  health  planning  process 
and  structure . 

Last  year,  we  recommended  numerous  changes  in  the  planning 
legislation  to  rectify  these  deficiencies  by  making  explicit 
the  critical  role  of  the  mental  health  care  and  planning 
systems  in  the  health  planning  law.  Specifically,  we 
recommended  that  the  Subcommittee  include  provisions  in 
the  bill  to  address: 


— the  lack  of  recognition  given  to  the  role 

of  mental  health  care  in  the  planning  system; 

— the  inadequacy  of  mental  health  representation 
and  staffing  at  each  organizational  level 
established  by  the  legislation,  e.g..  Health 
Systems  Agencies,  State  Health  Planning  and 
Development  Agencies,  the  National  Council  on 
Health  Planning  and  Development,  and  other 
advisory  boards  established  pursuant  to  the 
Act ; and 

— the  uncoordinated  and  fragmented  development  of 
physical  and  mental  health  planning  functions  at 
the  Health  Systems  Agency  and  State  Agency  levels. 


We  greatly  appreciate  that  your  bill,  S.  544,  cosponsored 
by  Senators  Schweiker,  Williams,  Randolph,  Pell,  Cranston, 
Riegle  and  Javits,  has  incorporated  our  recommendations 
once  again  in  the  extension  of  health  planning  legislation. 
We  believe  these  amendments  represent  important  steps  toward 
the  realization  of  the  objectives  of  the  planning  act. 

The  APA  supports  those  provisions  of  S.  544  intended  to 
further  the  integration  of  mental  health  planning  with  the 
health  planning  programs  established  under  PL  93-641. 

We  hope  you  will  make  this  communication  part  of  the  hearing 
record. 


Respectfully, 


Jules  H.  Masserman,  M.D 
President 


JHM : JBC/TF 
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March  27,  1979 


Honorable  Edward  M.  Kennedy 
Chairman,  Subcommittee  on  Health 
and  Scientific  Research 
Conmittee  on  Human  Research 
United  States  Senate 
Washington,  D.C.  20510 

Dear  Mr.  Chairman: 

The  Association  of  American  Medical  Colleges  (AAMC)  is  aware 
that  the  Subcommittee  on  Health  and  Scientific  Research  has  held 
hearings  on  a number  of  pieces  of  legislation  during  the  past  week, 
including  S. 544— "Health  Planning  Amendments  of  1979"— sponsored  by 
yourself  and  other  colleagues  on  the  Subcommittee.  The  Association 
respects  the  importance  of  this  bill  to  the  future  of  the  nation's 
health  planning  program  and  commends  your  efforts  to  advance  it 
through  the  legislative  process. 

The  membership  of  the  AAMC  has  direct  involvement  in  both 
health  resources  development  and  health  services  delivery  through- 
out the  nation  and  is  therefore  vitally  concerned  about  any  revision 
of  the  National  Health  Planning  and  Resources  Development  Act.  On 
their  behalf,  the  Association  wishes  to  submit,  for  the  record,  the 
enclosed  statement. 

Thank  you  for  this  opportunity.  I and  members  of  the  AAMC 
staff  stand  ready  to  discuss  this  testimony  with  you  further. 


Enclosure 
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TESTIMONY  SUBMITTED  ON 
HEALTH  PLANNING  LEGISLATION 
BY  THE 

ASSOCIATION  OF  AMERICAN  MEDICAL  COLLEGES 
TO  THE 

SUBCOMMITTEE  ON  HEALTH  AND  SCIENTIFIC  RESEARCH 
COMMITTEE  ON  HUMAN  RESOURCES 
U.S.  SENATE 

March  1979 

The  Association  of  American  Medical  Colleges  (AAMC)  is  pleased  to  have 
this  opportunity  to  testify  on  the  renewal  and  revision  of  the  National 
Health  Planning  and  Resources  Development  Act  of  1974.  In  addition  to 
representing  all  of  the  nation's  operating  medical  schools  and  sixty-seven 
academic  societies,  the  Association's  Council  of  Teaching  Hospitals  includes 
over  400  of  the  nation's  major  teaching  hospitals.  These  Association  members: 
educate  the  vast  majority  of  American -trained  physicians  at  both  the  under- 
graduate medical  and  graduate  medical  levels;  conduct  a substantial  proportion 
of  the  nation's  biomedical  research;  account  for  over  sixteen  percent  of 
the  admissions  and  approximately  twenty  percent  of  the  ambulatory  care  ser- 
vices provided  by  non-Federal  short-term  hospitals;  and  provide  a comprehensive 
range  of  patient  services,  including  the  most  complex  tertiary  services. 

Because  of  this  joint  involvement  in  health  resources  development  and  health 
services  delivery,  the  revision  of  the  National  Health  Planning  and  Resources 
Development  Act  is  of  direct  interest  and  a vital  concern  to  the  Association's 
members . 

For  ease  and  clarity  of  presentation,  this  testimony  is  organized  in 
three  major  sections.  The  first  section  reviews  the  AAMC's  historical  and 
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continuing  support  for  organized  and  integrated  health  planning.  Section 
two  reviews  several  health  planning  and  resources  development  concerns  of 
the  Association  and  its  members  and  suggests  recommendations  for  clarifying 
and  strengthening  the  planning  program.  The  final  section  requests  that 
this  Subcommittee  and  its  staff  begin  developing  evaluation  criteria  for 
the  performance  of  the  health  planning  agencies  so  that  future  extensions 
or  revisions  of  the  planning  act  can  be  based  on  the  documented  successes 
and  failures  of  the  program. 

General  AAMC  Positions 

As  a result  of  member  experiences  with  health  planning  under  regional 
medical  programs,  comprehensive  health  planning,  and  Hill-Burton  legislation, 
the  Association  of  American  Medical  Colleges,  in  1974,  determined  that  it  was 
essential  to  have  an  effective  and  unified  system  of  health  planning  on  a 
national  scale.  In  addition  to  drafting  a legislative  proposal  which  combined 
the  planning  and  development  aspects  of  RMP,  CHP,  and  Hi  11 -Burton,  the  AAMC 
submitted  testimony  to  various  Subcommittees  endorsing  major  components  of 
the  bills  that  became  P.L.  93-641. 

Since  passage  of  the  health  planning  act,  the  AAMC  and  its  members 
have  supported  implementation  of  the  planning  act  by  consulting  with  and 
advising  HEW,  state,  and  local  agencies  on  its  implementation;  by  reviewing 
and  commenting  on  proposed  HEW  and  planning  agency  regulations;  and  by 
participating  as  board  and  committee  members  on  many  HSAs  and  SHCCs.  The 
AAMC  twice  supported  the  one-year  extensions  of  the  Act  and  has  in  the  past 
called  for  its  more  complete  implementation  as  a cornerstone  of  our  nation's 
hospital  cost  containment  policies. 
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In  the  past  fourteen  years,  our  nation  has  had  four  major  health 
planning  programs.  Some  of  these  have  failed  because  they  were  poorly- 
financed,  ill-staffed,  or  not  given  a chance  to  succeed.  The  Association 
strongly  supports  this  Subcommittee's  interest  in  permitting  the  current 
planning  law  to  have  an  adequate  opportunity  to  fulfill  its  promise  by 
strengthening  and  improving  existing  planning  mechanisms. 

In  reviewing  the  specific  provisions  of  S.544,  the  Association  finds 
several  amendments  which  are  highly  desirable  and  supported  by  the  AAMC: 
the  allowance  for  justified  inconsistencies  between  the  Health  Systems  Plan 
and  Annual  Implementation  Plan  and  the  National  Guidelines  for  Health 
Planning,  the  establishment  of  a program  to  assist  and  encourage  the 
voluntary  discontinuance  of  unneeded  hospital  services,  the  increased 
authorizations  for  Federal  funding,  the  emphasis  on  coordination  of  planning 
efforts  with  those  for  mental  health  care,  the  provision  for  carry  over  of 
grant  funds,  the  requirement  for  expanded  technical  assistance  to  the  various 
health  planning  bodies,  the  provision  requiring  HSA  technical  assistance 
to  project  applicants,  and  the  recognition  that  individuals  living  and 
working  in  areas  covered  by  different  HSA's  are  interested  in  serving  and 
supporting  both  agencies.  Each  of  these  amendments  would  strengthen  the 
existing  legislation.  There  are,  however,  some  AAMC  concerns  which  are 
either  not  addressed  or  are  only  partially  addressed  by  the  amendments  of 
S.544.  In  discussing  these  concerns  and  in  making  specific  recommenda- 
tions, the  AAMC  is  attempting  to  further  strengthen  and  refine  P.L.  93-641. 
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SPECIFIC  AAMC  RECOMMENDATIONS 

Access  to  Health  Services 

The  National  Health  Planning  and  Resources  Development  Act  seeks, 
in  part,  to  increase  patient  access  to  health  services.  This  is  a laudable 
objective.  It  should  be  remembered,  however,  that  access  to  health  ser- 
vices is  also  important  for  medical  education  and  biomedical  research 
programs.  Patient  care,  medical  education,  and  biomedical  research  programs 
are  mutually  interdependent  --  each  requires  and  serves  the  other  two  as  a 
resource.  Because  of  this  interdependence,  the  health  services  provided 
today  also  help  develop  health  resources  for  tomorrow. 

To  ensure  that  health  services  continue  to  meet  present  health  care 
needs  and  help  develop  future  health  resources,  the  AAMC  recommends  that 
this  Subcommittee  develop  and  approve  an  amendment  to  P.L.  93-641  which 
would  explicitly  recognize  the  importance  of  health  services  to  health 
manpower  education  and  biomedical  research.  The  AAMC  recommends  that  the 
Act  be  amended  to  encourage  proposals  for  the  location  and  sponsorship 
of  institutional  health  services  to  include  the  proposal's  estimated  impact  on 
clinical  needs  of  medical  education  and  medical  research  programs.  Given 
that  a health  service  area,  region,  or  state  needs  a particular  health 
service,  health  planning  and  resource  development  objectives  can  be  most 
cost  effectively  served  by  encouraging  a health  service,  when  appropriate, 
to  simultaneously  serve  as  a medical  care,  medical  education  and  medical 
research  resource. 

To  help  ensure  that  separate  independent  services  are  not  sought 
exclusively  for  patient  care,  education,  or  research  uses,  the  Association 
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of  American  Medical  Colleges  recoimiends  that  the  amendment  further  provide 
that,  if  a health  service  area  includes  one  or  more  accredited  schools  of 
medicine,  applications  for  approval  of  health  care  services,  which  are  not 
to  be  readily  approved  for  all  institutional  providers,  must  include  evidence 
that  the  service,  if  approved,  will  be  available  and  accessible  to  faculty, 
students,  and  graduate  medical  trainees  of  the  school (s)  of  medicine  and  teach- 
ing hospitals.  Regionalizing  health  care  services  so  that  they  may  be  provided 
at  high  quality  and  reasonable  cost  is  an  appropriate  national  goal.  This  goal, 
however,  will  be  ineffectively  served  if  high  cost  services  provided  to 
relatively  small  numbers  of  patients  are  developed  in  excess  of  patient 
requirements  because  some  of  the  settings  for  these  services  do  not  make 
them  available  to  meet  medical  education  needs.  All  services  need  not 
support  medical  education  programs,  but  enough  services  should  support  or 
provide  access  to  medical  education  programs  so  that  the  educational 
system  is  not  required  to  develop  patient  services  primarily  for  physician 
education. 

Developing  Future  Health  Resources 

Medical  schools,  medical  faculties,  and  teaching  hospitals  serve 
today's  patients  as  they  develop  the  manpower  and  knowledge  essential  for 
tomorrow's  health  care  system.  To  accomplish  these  dual  missions,  health 
planning  decisions  of  today  must  not  undermine  the  resources  development 
programs  of  medical  schools  and  teaching  hospitals.  Section  1513(e)(1)(B) 
of  P.L.  93-641  states  that  "A  health  systems  agency  shall  not  review  and 
approve  or  disapprove  the  proposed  use  within  its  area  of  Federal  funds 
appropriated  for  grants  or  contracts  under  Title  IV,  VII,  or  VIII  of  this 
Act  unless  the  grants  or  contracts  are  to  be  made,  entered  into,  or  used 
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to  support  the  development  of  health  resources  intended  for  use  in  the 
health  service  area  or  the  delivery  of  health  services."  Regulations 
implementing  this  portion  of  the  law  relative  to  training  and  research 
programs  have  yet  to  be  promulgated.  Thus,  the  AAMC  is  unclear  of  its 
ultimate  effect.  Moreover,  the  Association  is  unclear  about  the  effect 
of  Section  123(b)  of  S.544,  an  amendment  which  attempts  to  clarify  the 
HSA's  authority  in  this  area. 

The  Health  Professions  Educational  Assistance  Act  of  1976,  P.L.  94-484 
establishes  programs  and  authorizes  funds  to  encourage  medical  schools  and 
teaching  hospitals  to  expand  family  practice,  general  internal  medicine,  and 
general  pediatrics  training  programs  and  to  improve  and  develop  ambulatory 
care  services.  The  AAMC  and  its  members  are  unclear  as  to  whether  the 
planning  law  at  present,  or  as  proposed,  requires  SHA's  to  review  and  approve 
grants  sought  under  these  incentive  programs.  Similarly,  the  AAMC  is  un- 
clear as  to  whether  this  Subcommittee  intends,  by  the  proposed  amendment, 
to  require  review  and  approval  by  the  HSA  of  NIH  grants  for  purposes  such 
as  clinical  trials  and  diagnostic-specific  research  centers. 

The  nation's  resources  development  and  long-term  health  service  needs 
will  not  be  served  best  by  requiring  HSA's  to  regulate  the  nationwide  re- 
source development  programs  of  Federal  agencies  which  have  little  or  no 
impact  on  the  delivery  of  health  services.  The  AAMC  believes  that  Section 
123  of  S.544  earnestly  attempts  to  address  this  situation  by  providing 
that  grants  or  contracts  under  Title  IV,  VII  or  VIII  of  the  Public  Health 
Service  Act  should  not  be  reviewed  by  the  HSA's  unless  they  are  to  be  made, 
entered  into,  or  used  to  support  the  development  of  health  resources  or  the 
delivery  of  health  services  that  would  make  a significant  change  in  the 
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health  services  offered  within  the  health  service  area.  While  the  Association 
is  supportive  of  this  amendment,  it  recommends  that  the  Committee  Report 
include  essential  clarifying  language  on  Congressional  intent  with  regard 
to  how  "significant  change  in  health  services  offered  in  the  health  service 
area"  shall  be  defined  and  measured  and  which  grants  and  contracts  clearly 
meet  the  established  criteria  and  would  automatically  be  exempted  from  HSA 
review.  Moreover,  the  Association  urges  that  a listing  of  these  exempted 
grants  and  contracts  should  be  explicitly  presented  in  an  amendment  to  the 
Act. 

Just  over  a year  ago,  the  State  of  Massachusetts  amended  its  certificate 
of  need  legislation  to  exempt  from  review  medical  education  and/or  research 
program  (projects)  which  are  financially  self-supporting,  do  not  result  in 
an  increase  in  patient  charges,  and  do  not  increase  the  number  of  operating 
beds  or  the  load  of  ambulatory  services  of  an  institution.  The  AAMC  be- 
lieves this  is  an  excellent  piece  of  legislation  that  clearly  removes  from 
HSA  review  medical  education  and  research  projects  with  only  minor  health 
service  impacts,  and  the  Association  strongly  recommends  a similar  amend- 
ment for  the  Health  Planning  and  Resources  Development  Act. 

It  would  be  difficult  to  draft  a suitable  amendment  for  the  broader 
range  of  impacts  of  Federal  grants  and  contracts  for  medical  education  and 
research  which  do  include  substantial  health  service  impacts.  In  lieu  of 
such  a difficult  amendment,  the  AAMC  recommends  that  the  Coiunittee  Report 
accompanying  any  bill  to  amend  the  present  health  planning  law  include  a 
clear  statement  of  the  Congressional  intent  in  this  area.  If  this  recom- 
mendation is  acceptable,  the  AAMC  offers  its  fullest  cooperation  and 
assistance  to  Committee  members  and  staff  as  they  prepare  such  a statement. 
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Introducing  New  Health  Services 

In  the  past  few  years,  the  CT  scanner  has  received  significant  atten- 
tion from  health  providers,  planners,  third  party  payors,  and  legislators. 

The  CT  scanner  will  not  be  the  last  new  expensive  technology;  others  will  be 
developed.  The  health  planning  process  can  be  used  to  thwart  the  intro- 
duction of  such  innovations  or  the  process  can  be  used  to  regulate  their 
introduction. 

As  new  technologies  are  created  and  introduced,  HSA's  will  be  confronted 
with  certificate  of  need  or  service  requests  for  which  they  have  no  es- 
tablished guidelines.  A "Catch  22"  situation  could  result  if  HSA's  will 
not  permit  at  least  the  limited  introduction  of  new  technologies,  for  unless 
the  technologies  are  introduced  there  will  be  no  experience  on  which  to  base 
planning  guidelines  and  decisions.  Innovations  must  be  introduced,  used, 
and  evaluated  to  determine  their  usefulness,  and  HSA's  must  have  sufficient 
latitude  to  permit  such  innovations  in  the  absence  of  documented  guidelines. 
Therefore,  the  AAMC  recommends  that  health  systems  and  state  health  plans 
be  required  to  include  provisions  for  the  introduction  of  new  medical 
devices  and  innovations  which  must  be  deployed  in  limited  numbers  to  evaluate 
their  clinical  usefulness  and  cost  effectiveness.  Moreover,  the  AAMC 
recommends  that  the  Secretary  of  HEW  be  required  to  perform  or  commission 
studies  on  approaches  to  the  introduction,  deployment,  and  cost-benefit 
analysis  of  expensive  new  medical  technology. 

Regionalization  and  Tertiary  Care  Services 

The  AAMC  has  supported  and  continues  to  support  the  regionalization, 
or  concentration,  or  health  services  which  are  of  high  cost  or  relatively 
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low  demand.  The  Association  is,  therefore,  concerned  that  S.544  has 
abandoned  the  language  approved  by  the  Senate  during  the  last  session  of 
Congress  which  would  have  expanded  certificate  of  need  requirements  to 
include  "institutional  health  services"  defined  as  “diagnostic  or  thera- 
peutic equipment,  acquired  through  purchase,  rental,  lease,  or  gift,  valued  at 
the  time  of  acquisition  in  excess  of  $150,000,  used  in  the  delivery  of  health 
care  services  by  any  person,  institution,  or  other  entity."  The  Association 
believes  this  provision  has  been  weakened  considerably  in  S.544  and  would 
serve  to  undermine  the  true  potential  of  certificate  of  need  as  a health 
planning  tool  and  create  unnecessary  loopholes  to  the  requirements  for 
review  coverage. 

The  present  effectiveness  of  health  planning  agencies  is  severely 
handicapped  by  the  exclusion  of  non-institutional  services  from  the  man- 
dated certificate  of  need  process.  For  example,  in  some  areas  where 
hospitals  and  health  planners  have  worked  cooperatively  to  rationally 
introduce  CT  scanners,  the  cost  savings  to  the  community  have  been  signifi- 
cantly reduced  or  eliminated  by  physicians  acquiring  scanners  in  office- 
based  settings  not  subject  to  review.  S.544,  by  requiring  certificate  of  need 
review  only  if  the  equipment  purchased  is  to  be  used  for  hospital  inpatients, 
serves  to  perpetuate  the  existing  double  standard  rather  than  foster  planning 
for  optimal  utilization  of  such  expensive  medical  equipment  in  both  in- 
patient and  ambulatory  care  settings. 

On  the  basis  of  these  concerns,  the  AAMC  reaffirms  its  support  for  an 
amendment  to  the  planning  law  that  would  extend  certificate  of  need  review 
to  the  acquisition  of  all  major  medical  equipment  in  excess  of  $150,000, 
regardless  of  setting  or  ownership  and  encourages  the  Subcommittee  to  reconsider 
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the  current  proposal  in  favor  of  this  clear  and  positive  provision  to  strengthen 
the  current  health  planning  system's  ability  to  contain  costs  and  effectively 
prevent  the  proliferation  of  expensive,  duplicative  and  unnecessary  major 
medical  equipment  across  the  nation. 

In  addition,  the  AAMC  has  learned  of  instances  where  an  HSA  has 
established  "conditions  of  approval"  in  reviewing  requests  for  new  services 
and  equipment.  That  is,  the  hospital  has  been  told  by  the  HSA  that  the 
hospital  request  to  initiate  service  A would  only  be  approved  if  the  hospital 
also  agreed  to  implement  service  B,  another  service  sought  by  the  HSA.  The 
Association  views  such  "conditions  of  approval"  as  excessive  uses  of  authority 
and  urges  this  Subcommittee  to  address  this  issue  by  adopting  an  amendment 
which  provides  that,  except  in  the  evaluation  of  clinically  interdependent 
health  services  (e.g.,  cardiac  catheterization  and  open  heart  surgery), 

HSA's  are  prohibited  from  conditioning  the  approval  of  a certificate  of  need 
application  upon  the  provider's  agreement  to  develop  one  or  more  additional 
health  services  or  programs. 

Beyond  the  principle  involved  in  eliminating  "conditions  of  approval," 
there  are  practical  considerations  which  support  the  same  recommendation. 
Hospitals  have  limited  amounts  of  long-term  and  working  capital.  The 
capital  available  may  support  adequately  the  development  of  service  A but 
not  services  A and  B.  In  this  circumstance,  and  given  that  HSA's  have  little 
long-term  capital  to  use  in  assisting  the  hospital,  an  approval  that  requires 
undertaking  B to  do  A may  mean  that  the  hospital  can  do  neither  A nor  B. 

This  is  a most  undesirable  outcome,  and  its  cause  should  be  .eliminated. 
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Membership  on  Governing  Boards 

In  a planning  process  requiring  initiative  and  responsibility  at  local 
and  state  levels,  it  is  important  that  governing  boards  broadly  represent  the 
community,  including  its  health-related  interests.  Representation  is  es- 
pecially important  for  medical  education  institutions.  First,  as  discussed 
in  an  earlier  section  of  this  testimony,  medical  education  programs  rely  on 
and  contribute  to  health  service  programs.  Including  a representative  from 
a medical  school  would  help  ensure  that  these  interdependencies  were 
recognized  and  considered  in  planning  decisions.  Secondly,  as  evidenced 
by  health  manpower  legislation,  medical  education  is  increasingly  viewed 
as  a national  resource.  Capitation  payments,  capitation  requirements,  and 
Federal  grant  incentive  programs  all  demonstrate  the  national  character  of 
medical  education.  Given  the  "bottom  up"  character  of  health  planning  and 
the  increasingly  "top  down"  character  of  medical  manpower  development,  it 
is  important  that  planning  agencies  include  on  their  governing  boards 
individuals  who  can  bring  to  the  board's  attention  national  initiatives 
requiring  local  consideration.  Thirdly,  the  medical  school  is  in  a unique 
position  to  represent  health  manpower  education  generally,  for  it  is  the 
medical  school  faculty  that  admits  the  patients  who  are  involved  in  the 
training  and  education  of  all  health  science  students.  Under  the  present 
health  planning  law,  HSA  governing  bodies  must  include  providers  who 
represent  "health  professional  schools."  For  the  reasons  stated  above,  if 
a health  service  area  includes  one  or  more  accredited  medical  schools,  the 
AAMC  strongly  recommends  that  the  governing  board  and  executive  committee 
of  the  HSA  be  required  to  include  the  Dean  of  at  least  one  medical  school 
as  a voting  member.  Similarly  at  the  state  level,  in  states  with  one  or 
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more  accredited  medical  schools,  the  AAMC  recommends  that  the  SHCC  be  required 
to  include  the  Dean  of  at  least  one  medical  school  as  a voting  member. 

Present  requirements  for  the  composition  of  HSA  governing  boards  also 
mandate  membership  for  providers  who  represent  health  care  institutions; 
however,  these  governing  boards  do  not  have  to  include  direct  representatives 
from  hospitals.  This  is  a serious  omission.  The  Health  Planning  and 
Resources  Development  Act  relies  heavily  upon  hospitals  to  achieve  its  goals. 
Hospitals  are  major  sources  of  ambulatory  care,  emergency  services,  and 
definitive  inpatient  care.  Tertiary  care/teaching  hospitals,  moreover,  are 
different  from  the  nation's  other  hospitals  because  they  also  provide: 
regionalized,  tertiary  care  services  to  significant  numbers  of  referred 
patients;  medical  education  programs  from  undergraduate  clinical  clerkships 
to  post-graduate  fellowships;  and  the  environment  for  developing  and  evalu- 
ating new  medical  treatments  and  techniques.  Because  of  the  organizational 
complexity  of  the  multi-product  tertiary  care/teaching  hospital,  it  is 
crucial  that  the  internal  dynamics  and  external  interrelationship  of  these 
hospitals  be  specifically  included  in  HSA  deliberations  and  planning.  There- 
fore, the  AAMC  reconmends  that  HSA  governing  board  and  SHCC  requirements 
be  changed  to  require  that  at  least  one  member  of  each  body  be  the  chief 
executive  officer  of  a short-term,  general,  tertiary  care/referral  hospital. 

A CONCLUDING  CONCERN 

In  the  five  years  since  the  National  Health  Planning  and  Resources 
Development  Act  was  enacted,  many  of  the  organizations  required  by  the  Act 
have  been  developed  and  become  operational.  The  structure  is  in  place.  If 
that  structure  is  to  be  retained,  strengthened,  and  increasingly  supported 
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with  adequate  funding  and  technical  assistance,  the  next  few  years  should 
see  the  planning  of  planning  replaced  by  health  planning  itself.  At  its 
next  renewal,  the  health  planning  program  should  be  evaluated  on  its 
performance  as  well  as  its  promise.  For  such  a performance  review  to  be 
objective  and  meaningful,  criteria  for  assessing  the  program's  accomplish- 
ments and  shortcomings  need  to  be  established  now.  Otherwise,  the  same 
anecdotes  and  statistics  may  be  used  by  program  proponents  and  opponents 
as  justification  for  terminating  or  continuing  the  program. 

The  Association  of  American  Medical  Colleges  recommends  that  any  legis- 
lation extending  or  revising  health  planning  be  accompanied  by  a Conmittee 
Report  detailing  criteria  which  will  be  used  to  evaluate  the  program  for 
its  continuation.  The  AAMC  would  be  pleased  to  work  with  members  of  this 
Subcommittee  and  its  staff  to  develop  and  evaluate  such  criteria  for  program 
performance. 
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ASSOCIATION  OF  REHABILITATION  FACILITIES 


March  14,  1979 


Senator  Edward  M.  Kennedy 
Chairman 

Subcommittee  on  Health  & 

Scientific  Research 
Committee  on  Human  Resources 
United  States  Senate 
Washington,  D.  C.  20510 

Dear  Senator  Kennedy: 

On  March  5 you  and  several  co-sponsors  introduced  S.544,  the 
Health  Planning  Amendments  of  1979.  The  Association  of  Re- 
habilitation Facilities  supports  this  bill  and  its  recognition 
of  the  role  and  function  of  medical  rehabilitation  in  the 
health  care  system. 

The  Association  of  Rehabilitation  Facilities  (ARF)  is  the 
principal  association  of  rehabilitation  facilities  in  the 
United  States.  Our  member  facilities  include  comprehensive 
rehabilitation  hospitals,  rehabilitation  units  of  acute  care 
hospitals,  outpatient  rehabilitation  centers  and  treat  vic- 
tims of  stroke,  crippling  disease,  spinal  cord  injury,  acci- 
dents and  severe  mental  and  emotional  illnesses.  Rehabilita- 
tion facilities  provide  a vast  range  of  services  including 
physical  therapy,  pulmonary  therapy,  social  adjustment,  vo- 
cational assessment,  training  and  adjustment,  personal  care 
skills,  and  social  readjustment. 

Our  primary  concern  with  health  planning  and  resources  de- 
velopment is  that  it  has  not  dealt  adequately  with  the  role 
and  function  of  rehabilitation  facilities  in  the  provision 
of  health  care.  Lack  of  direction  to  facilities  by  the 
states  as  to  the  development  of  such  facilities,  and  lack  of 
information  in  the  states  as  to  the  services  provided  by 
existing  facilities  leaves  open  the  potential  for  duplication 
of  services  and  increased  cost.  Moreover,  it  fails  to  rec- 
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ognize  that  rehabilitation  is  a distinct,  special  form  of 
care.  The  Health  Planning  and  Resources  Development  Act 
of  1974,  P.L.  93-641,  was  enacted  to  try  to  introduce  a 
degree  of  rationality  and  cost  effectiveness  into  the  health 
care  system.  As  the  system  which  it  authorizes  evolves  it 
should  be  comprehensive  and  cognizant  of  all  elements  of 
the  health  care  system. 

We  are  concerned  that  failure  to  recognize  rehabilitation 
facilities  in  the  health  planning  process  could  lead  to 
proliferation  of  services,  higher  costs  and  less  effective 
services.  Final  regulations  to  implement  Title  XV  of  93- 
641  with  respect  to  health  planning  were  published  on  January 
21,  1977.  These  do  not  recognize  ambulatory  care  facilities 
including  outpatient  rehabilitation  facilities  as  subject  to 
the  health  planning  process.  The  Department  of  Health,  Edu- 
cation & Welfare  cited  "definitional  difficulties"  as  justi- 
fication for  excluding  such  facilities.  We  believe  there 
are  well  established  definitions  available  as  reflected  in 
your  bill  in  Section  153.  All  of  the  arguments  which  support 
the  health  planning  program  authorized  by  93-641  apply  to 
medical  rehabilitation.  We  are  also  concerned  about  the  ex- 
clusion of  home  health  agencies.  A few  of  our  members  operate 
home  care  programs  and  are  certified  as  home  health  agencies. 
However,  our  concern  stems  from  the  need  to  integrate  home 
care  services  into  a continuum  of  care  particularly  for  people 
with  long  term  handicapping  conditions . 

S.544  recognizes  these  concerns  in  proposing  the  following 
amendments  to  P.L.  93-641  which  ARF  completely  supports: 

1.  Section  111(c),  page  10,  Line  4,  amending  Section 
1512(b) (3) (C) (ii) (II)  to  include  rehabilitation 
facilities  on  HSA  boards  as  provider  representatives. 

2.  Section  118(a),  page  13,  line  1,  amending  Section 
1513(b)(2)  to  add  to  the  content  of  the  health 
system  plan  (HSP) , a description  of  all  inpatient 
and  outpatient  facilities,  types  of  care  and 
types  of  services,  including  rehabilitation  faci- 
lities and  services. 

3.  Section  118(d),  page  14,  line  14,  amending  Section 
1524(c)(2)  to  add  to  the  content  of  the  state  health 
plan  a description  of  all  inpatient  and  outpatient 
facilities,  types  of  care  and  types  of  services, 
including  rehabilitation  facilities  and  services. 


4.  Section  142,  page  36,  line  12,  amending  Section 
1531(5)  definition  of  "institutional  health  ser- 
vices" and  including  rehabilitation  facilities 
in  the  definition  as  a type  of  health  care  faci- 
lity. While  it  would  appear  that  rehabilitation 
facilities  would  automatically  be  covered  within 
the  existing  definition,  the  regulations  under 
P.L.  93-641  do  not  include  these  types  of  facili- 
ties within  this  definition  for  purposes  of  the 
certificate  of  need  program  under  Section  1523 
(a) (4) (B) . The  amendment  proposed  by  Section  142 
would  remedy  the  problem. 

5.  Section  153,  page  45,  line  10,  amending  Section 
1531  to  include  a definition  of  "rehabilitation 
facility" . 


Discontinuance  and  Conversion  of  Hospital  Services. 

Section  206  of  S.554  establishes  a new  program  to  encourage 
limiting  the  development  of  acute  care  hospitals  and  encourages 
the  development  of  alternative  health  care  facilities  and  ser- 
vices. This  program  would  allow  existing  hospitals  to  convert 
part  of  their  facility  or  all  of  their  facility  to  another  form 
of  health  care  service,  including  ambulatory  care,  home  health 
care,  long-term  care  or  other  services  as  designated  by  the 
Secretary.  Prior  to  any  such  conversion  the  state  agency, 
(SHPDA) , which  would  otherwise  have  jurisdiction  over  the  ser- 
vice, and  taking  into  consideration  the  HSA' s recommendation, 
must  make  a determination  that  the  new  service  is  needed. 

We  applaud  the  requirement  of  S.554  that  any  conversion  receive 
a determination  of  need  prior  to  its  occurence.  This  deter- 
mination will  help  assure  that  new  services  are  developed 
only  in  needed  sectors  of  the  health  care  delivery  system. 
Hopefully,  this  will  prevent  an  over-proliferation  in  any  one 
area.  However,  we  do  recommend  that  Section  1642(a)(1)(C), 
and  (2) (A),  be  amended  to  include  rehabilitation  services  as 
eligible  services  for  conversion  and  incentive  payments. 

As  a corrolary , it  is  important  that  existing  rehabilitation 
services  and  facilities  be  recognized  and  assessed  to  determine 
total  public  need. 
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We  would  appreciate  your  attention  to  this  matter  and  will  be 
pleased  to  provide  any  further  information. 

Sincerely  yours , 

James  Allen  Cox,  Jr., 

Director 


JAC : lrc 
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Honorable  Edward  M.  Kennedy 
Labor  and  Human  Resources  Committee 
United  States  Senate 
Washington,  D.  C.  20510 

Dear  Senator  Kennedy: 

This  letter  is  being  written  in  support  of  Senate  Bill  544.  It  has  become 
increasingly  clear  that  the  health  planning  process  is  an  important  ele- 
ment in  fostering  positive  change  in  our  health  care  system.  In  our 
opinion,  provisions  in  S.544  improve  many  of  the  shortcomings  which  ex- 
perience with  the  health  planning  program  has  revealed. 

While  the  bill  strengthens  the  current  law,  we  feel  that  the  following 
provisions  are  particularly  worthy  of  comment: 

o With  respect  to  the  national  guidelines,  Sec.  119(d)  of 
S.544  appropriately  places  the  responsibility  for  imple- 
mentation at  the  state  and  local  levels  with  federal  guidance. 

o Sec.  142,  which  expands  the  Certificate  of  Need  program  to 
include  inpatient  related  capital  acquisitions  regardless  of 
location  or  ownership,  is  a reasonable  compromise  to  a very 
difficult  policy  question. 

o Sec.  143,  which  requires  HSAs  to  consider  similar  projects 
simultaneously,  should  assure  the  selection  of  the  best  candi- 
date to  serve  an  identified  need,  and  not  merely  the  first 
one  with  an  application. 

o Sec.  206,  which  amends  Title  VI  of  the  Act  by  allowing  for 
grants  to  support  voluntary  closures,  conversions,  and 
mergers  of  unnededed  services  and  facilities,  will  help  to 
expand  and  enhance  the  small  but  growing  body  of  experience 
in  evaluating  effective  ways  to  address  these  issues.  Several 
Blue  Cross  Plans  have  been  active  in  this  area  and  have  achieved 
positive  results. 


Commemorating  fifty  years 
Working  for  a healthier  America 


45-450  0-79 
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o Sec.  118(b),  which  would  require  Certificate  of  Need  de- 
cisions to  be  consistent  with  the  State  Health  Plan,  will 
provide  the  basis  of  continuity  between  agency  decisions  and 
long  range  planning. 

o Sec.  136(a),  which  allows  for  the  withdrawal  of  a Certificate 
of  Need  if  progress  is. not  made  within  24  months,  will  assure 
that  needed  services  are  developed  in  a timely  manner. 


In  addition  to  the  provisions  noted  above,  there  are  other  aspects  of  S.544 
which  we  support.  However,  we  have  concerns  which  we  should  like  to  express. 
It  is  our  hope  that  these  can  be  addressed  adequately  during  mark-up  sessions 
in  the  Full  Committee. 

At  present,  there  is  a lack  of  clarity  regarding  who  can  be  an  "adversely 
affected"  party  in  requests  for  appeals  or  judicial  review  of  CON  decisions 
and  appropriateness  reviews.  The  interpretation  of  who  can  be  or  is  "adverse- 
ly affected"  is  now  left  to  state  discretion,  causing  inconsistent  policies 
from  state  to  state.  For  example.  Blue  Cross  and  Blue  Shield  Plans  repre- 
senting their  subscribers  could  be  an  adversely  affected  party,  but  in  many 
states  cannot  be  an  appellant.  We  believe  the  interpretation  of  this  clause 
should  be  nationally  consistent  and  liberal  in  the  types  of  organizations  or 
bodies  to  which  it  should  apply.  Clearly,  the  general  public's  interests 
are  best  protected  by  such  a policy. 

Another  concern  we  have  is  in  regard  to  the  bill's  references  on  the  conduct 
of  financial  analyses  and  studies  by  HSAs.  A distinction  must  be  made  between 
what  is  desirable  and  what  is  practical,  given  the  resources  and  time  con- 
straints of  HSAs.  It  is  not  clear  that  an  HSA  can  generate  viable  studies 
which  show  the  impact  of  project  costs  and  charges  on  the  community  and  other 
providers  and  conduct  financial  viability  and  cost  effectiveness  studies  under 
appropriateness  review  within  which  they  must  operate.  A less  specific  man- 
date allowing  each  HSA  to  build  on  its  strengths  over  time  rather  than  be 
inundated  with  more  tasks  than  it  can  be  successful  at  would  seem  warranted. 

With  regard  to  HMOs,  we  recognize  the  dilemma  between  the  desire  to  promote 
and  protect  HMOs  on  the  one  hand  while  on  the  other  allowing  the  HSA  an 
appropriate  role  in  dealing  with  the  diversity  of  providers  our  system  of 
delivery  acknowledges.  As  a matter  of  principle,  we  support  HMOs  and  believe 
they  should  be  given  a fair  opportunity  to  succeed;  but  we  also  support  the 
role  of  the  planning  process  in  evaluating  all  proposals  that,  without  prefer- 
ential consideration,  would  be  subject  to  review.  If,  however,  preferential 
consideration  is  to  be  given  HMOs,  then  HMOs  should  be  subject  to  no  more,  and 
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no  fewer,  CON  controls  than  are  imposed  on  capital  expenditures  sponsored 
by  providers  in  the  traditional  health  delivery  system. 

The  Blue  Cross  and  Blue  Shield  Associations  feel  that  consideration  of 
the  concerns  expressed  above  will  make  an  already  desirable  bill  that 
much  stronger. 


P.S.  I am  enclosing,  for  your  information,  a copy  of  our  testimony  on 
H.  R.  3041,  the  counterpart  bill  under  consideration  in  the  House 
of  Representatives. 


WJM/jp 
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Mr.  Chairman  and  members  of  the  committee, 

I am  Neil  Hollander,  vice  president  of  the  Blue  Cross  and  Blue  Shield 
Associations.  We  appreciate  the  opportunity  to  share  with  you  our 
thoughts  on  renewal  of  the  Health  Planning  and  Resources  Development 
Act,  and  amendments  to  strengthen  its  purposes. 

The  Blue  Cross  and  Blue  Shield  Associations,  which  operate  under  a 
single  chief  executive  and  staff,  are  the  national  coordinating  agencies 
for  the  69  Blue  Cross  and  70  Blue  Shield  Plans  in  this  country.  The 
Plans  provide  privately  underwritten  coverage  to  about  85  million 
Americans,  and  serve  almost  another  20  million  as  fiscal  agents  or 
intermediaries  for  the  Medicare,  Medicaid  and  CHAMPUS  programs.  Thus, 
the  Plans  serve  about  half  of  the  U.  S.  population. 

The  views  I am  about  to  present  reflect  the  knowledge  and  experience 
gained  by  the  Blue  Cross  and  Blue  Shield  organizations  through  the 
administration  of  both  government  and  privately  underwritten  health 
care  financing  programs,  and  through  direct  and  indirect  involvement 
in  health  planning  at  local,  state  and  national  levels. 

OVERVIEW 

I would  first  like  to  stress  our  support  for  the  over-all  health 
planning  movement  and  structure  created  by  P.L.  93-641,  and  to  high- 
light those  areas  of  most  concern  to  us.  The  health  planning  effort 
to  date  has  been  devoted  to  development  activities  and  the  process 
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of  gaining  wide  acceptance  and  recognition.  We  believe  that  substan- 
tial progress  has  been  made  and  that  the  planning  process  has  begun 
to  demonstrate  effectiveness  in  two  key  areas:  cost  containment  and 
community  decision-making.  With  regard  to  cost  containment,  the 
American  Health  Planning  Association  recently  released  a study  which 
begins  to  define  the  savings  resulting,  directly  or  indirectly,  from 
health  planning  agency  activity.  In  many  areas  of  the  country,  we 
are  also  witnessing  a reduction  in  patient  days  per  1000  population 
along  with  the  reduction  in  proposed  capital  investment.  We  believe 
health  planning  has  had  some  effect  on  achieving  those  results,  as 
have  the  activities  of  Blue  Cross  and  Blue  Shield  Plans. 

We  see  the  process  of  planning  as  a viable  means  for  community  decision- 
making. In  fact,  the  Blue  Cross  organization  was  involved  in  community 
health  planning  efforts  as  early  as  the  1930s,  well  before  the  establish- 
ment of  formal  national  programs.  Plans  supported  the  process  created 
under  P.L.  89-749,  are  now  actively  engaged  in  the  existing  program 
and  in  many  cases  provide  data  and  technical  assistance  to  planning 
agencies.  In  addition.  Plans  encourage  their  staffs  and  board  members 
to  serve  on  HSA  boards  and  committees  and  SHCCS.  Our  experiences  at 
the  local,  state  and  national  levels  have  convinced  us  that  health  planning 
can  work  and  is  increasingly  accepted  by  consumers  and  providers 
alike.  In  addition,  we  believe  that  the  Voluntary  Effort  (VE),  a 
coalition  of  providers,  insurers,  business,  labor,  health  care 
suppliers  and  consumers,  represents  a substantial  commitment  to  health 
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planning.  It  is  entirely  consistent  with  the  concepts  of  cooperative, 
local  planning  contained  in  P.L.  93-641  and  the  amendments  of  1979. 

The  Blue  Cross  and  Blue  Shield  organizations  are  active  participants 
in  VE  and  we  have  been  encouraged  by  its  initial  success.  VE  includes 
goals  related  to  stabilization  of  the  supply  of  hospital  beds  and 
reduction  in  the  rate  of  capital  investment.  Moreover,  hospitals  have 
been  encouraged  to  work  closely  with  state  and  local  planning  agencies 
as  they  work  to  achieve  those  goals.  In  our  opinion,  VE  strengthens 
the  local  and  state  planning  processes  as  conducted  through  the  struc- 
ture created  in  P.L.  93-641  and  the  proposed  amendments  which  are  the 
subject  of  discussion  today. 


AREAS  OF  MAJOR  CONCERN 

Our  experience  with,  and  observations  of,  the  health  planning  process 
have  suggested  that  there  are  some  critical  areas  worthy  of  concern. 

First  is  the  need  for  a renewed  emphasis  on  the  concept  of  bottom-up 
planning.  The  dynamic  process  which  this  engenders  in  bringing  about 
positive  community  planning  as  opposed  to  governmental  regulatory 
dictum  is  critical  to  the  continued  success  of  the  act.  As  we  shall 
note,  this  concept  is  best  addressed  in  terms  of  the  use  of  national 
guidelines  relative  to  the  planning  and  review  functions  of  local  and 
state  planning  agencies. 

The  second  concern  is  a lack  of  clarity  regarding  who  can  be  an  "adversely 
affected"  party  in  requests  for  appeals  or  judicial  review  of  certificate 
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of  need  decisions  and  appropriateness  reviews.  The  interpretation 
of  who  can  be  or  is  "adversely  affected"  is  now  left  to  state  dis- 
cretion, causing  inconsistent  policies  from  state  to  state.  For 
example,  the  Blue  Cross  and  Blue  Shield  Plans  representing  their 
subscribers  could  be  an  adversely  affected  party,  but  in  many  states 
cannot  be  an  appellant.  We  believe  the  interpretation  of  this  clause 
should  be  nationally  consistent  and  liberal  in  the  types  of  organiza- 
tions or  bodies  to  which  it  should  apply.  Clearly  the  general  public's 
interests  are  best  protected  by  such  a policy. 

The  final  area  of  concern  involves  the  issue  of  equity  in  the  certifi- 
cate of  need  program.  With  regard  to  HMOs,  there  is  a dilemma  between 
the  desire  to  give  preferential  consideration  to  HMOs  and  the  appro- 
priate role  of  the  HSA  in  dealing  with  the  diversity  of  providers  our 
system  of  delivery  acknowledges.  As  a matter  of  principle,  we  believe 
HMOs  should  be  given  a fair  opportunity  to  succeed,  but  we  support  the 
planning  process'  role  in  evaluating  all  proposals,  that  without  Dreferential 
consideration,  would  be  subject  to  review.  Our  position  is  to 
support  modification  of  existing  provisions  of  P.L.  93-641  to  strengthen 
the  effectiveness  of  health  planning  at  all  levels,  while  assuring  the 
principle  of  equity  in  CON  and  other  review  processes. 

I would  like  to  further  comment  on  aspects  of  the  existing  health 
planning  law  which,  we  feel,  most  need  modification  and  to  relate  them 
to  the  proposed  legislation  now  before  you.  Mr.  Chairman,  your  Bill 
(H.R.  3041)  incorporates  most  of  the  changes  we  will  advocate  in  our 
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REVISION  AND  REPORTING  ON  NATIONAL  GUIDELINES 

The  development  of  national  guidelines,  that  is,  national  health  plan- 
ning goals  and  standards  for  the  supply,  distribution  and  organization 
of  health  resources,  are  key  components  of  the  national  health  plan- 
ning structure.  A critical  problem  is  the  use  of  such  guidelines  in 
the  planning  and  review  functions  of  local  and  state  level  planning 
bodies. 

The  purpose  of  the  Planning  Act  is  to  stimulate  local  health  planning 
and  decision-making.  The  federal  effort  should  be  to  give  health 
planning  agencies  initial  advice  to  consider  in  relation  to  their  unique 
local  environments.  Emphasis  should  continue  to  be  placed  on  assuring 
a bottom-up  development  of  health  plans  which  reflect,  to  the  extent 
feasible,  the  priority  needs  at  the  local  level.  Plans  should  contain 
local  and  state  level  health  status  goals,  and  specific  supply  and  use 
requirements  to  attain  the  goals. 

A major  objective  of  the  Planning  Act  should  be  to  encourage  providers, 
localities  and  states  to  plan,  not  simply  to  react.  It  is  no  secret 
that  budgeting  and  planning  in  many  health  care  institutions  can  be 
dramatically  improved.  Our  efforts  should  focus  on  the  local  level, 
to  make  those  processes  effective  and  locally  responsive  so  that  the 
need  to  appeal  to  state  level  is  the  exception  rather  than  the  rule. 
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To  insure  that  planning  agencies  are  allowed  to  assess  local  needs 
without  mandatory  federal  guidelines,  P.L.  93-641  should  be  amended 
to  delete  the  requirement  that  the  Health  Systems  Plans  (HSP)  developed 
by  Health  Systems  Agencies  be  consistent  with  National  Guidelines. 

We  also  recommend,  however,  that  health  systems  agencies  provide 
written  justification  when  their  health  systems  plans  are  not  con- 
sistent with  the  national  guidelines. 

An  additional  problem  concerns  the  need  for  a national  health  policy 
which  should,  to  a substantial  degree,  be  based  on  consideration  of 
the  national  guidelines.  First,  if  a substantial  number  of  health 
planning  goals  are  set  forth,  it  is  important  that  HEW  provide  guidance 
to  other  federal  agencies,  state  and  local  health  planning  agencies, 
etc.,  to  insure  that,  where  appropriate,  the  major  goals  are  imple- 
mented. In  this  vein.  Congress  may  wish  to  consider  authorizing  the 
Secretary  to  rank  critical  goals  so  that  attention  is  directed  toward 
examining  the  multiplicity  of  federal  and  non-federal  programs  that 
can  be  expected  to  affect  them.  In  this  way,  the  nation  can  focus  on 
the  attainment  of  a few  important  goals  rather  than  dissipating  its 
efforts  on  many  goals. 

Second,  it  is  important  that  goals  be  promulgated  before  the  standards 
that  affect  their  achievement.  Most  recently  the  opposite  approach 
was  taken,  creating  the  potential  problem  of  lack  of  consistency 
between  goals  and  standards.  For  example,  pursuit  of  the  "reduction 
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in  infant  mortality"  goal  might,  in  some  locations,  conflict  with  the 
standards  respecting  regionalization  of  nec-natal  intensive  care  units. 

We  believe  that  the  amendments  in  H.R.  3041  appropriately  address 
the  concerns  we  have  expressed  regarding  national  guidelines. 

HEALTH  SYSTEMS  AGENCY  FUNDING 

Generally,  current  HSA  funding  levels  appear  adequate  to  accomplish 
the  functions  now  required  of  them.  We  understand,  however,  that  pro- 
blems are  being  encountered  by  small  agencies  funded  at  the  minimum 
level  of  $175,000.  Congress  should  assure  that  the  minimum  grant 
level  is  adequate  to  cover  the  fixed  costs  of  smaller  HSAs.  DHEW  should 
not  allocate  federal  funds  to  HSAs  solely  on  the  basis  of  populations. 

It  is  possible,  for  example,  that  geographical  factors  and  economies 
of  scale  achieved  in  larger  agencies  may  need  to  be  considered  in 
determining  appropriate  funding  levels. 

Accordingly,  we  support  the  proposed  amendments  in  H.R.  3041  pertaining 
to  increased  minimum  funding  levels;  variable  per  capita  funding  levels 
as  the  population  served  by  the  HSAs  changes;  and  increased  aggregate 
funding  to  recognize  inflation.  The  above  comments  notwithstanding, 
it  is  conceivable  that  HSAs  may  be  given  additional  responsibilities 
or  unforeseen  extensions  of  current  responsibilities.  When  that  happens, 
additional  funding  should  be  available  to  assist  the  HSA  in  carrying 
out  the  identified  functions. 
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The  general  adequacy  of  federal  funding  levels  suggests  that  private 
provider  contributions,  including  insurer  contributions,  are  unnec- 
essary to  assure  fiscal  stability  of  the  agencies.  However,  we  re- 
commend that  the  Act  clearly  specify  that  HSAs  are  allowed  to  provide 
services  at  cost  to  local  persons  and  entities  on  a contract  basis, 
with  the  stipulation  that  they  not  be  allowed  to  enter  into  such 
contracts  with  direct  providers  of  care.  Such  contract  allowances 
have  the  primary  benefit  of  enabling  the  HSA  to  respond  to  local  health 
planning  issues  on  a timely  basis  even  when  exploration  of  such  issues 
cannot  be  accommodated  within  the  limits  of  the  agency's  federal 
funding. 


MEMBERSHIP  REQUIREMENTS  OF  HSA  GOVERNING  BODIES 

We  believe  that  membership  requirements  for  HSA  governing  bodies 
should  include  appropriate  representation  from  third  party  payers. 
They  represent  large  numbers  of  consumers  and  offer  unique  and  nec- 
essary expertise  and  perspectives  concerning  the  interrelationships 
of  the  health  financing  and  delivery  systems.  In  fact,  in  many 
areas.  Blue  Cross  and  Blue  Shield  Plans  are  the  major  purchasers 
of  care.  (Nearly  half  of  all  the  privately  underwritten  health 
insurance  is  attributable  to  Blue  Cross  and  Blue  Shield  Plans.) 

H.R.  3041  recognizes  that  important  membership  category  on  HSA 
boards,  and  we  strongly  support  the  language  in  the  bill. 
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HEALTH  PLAN  REQUIREMENTS 

P.L.  93-641  requires  the  development  of  Health  Systems  Plans  (HSP)  and 
Annual  Implementation  Plans  (AIP)  at  the  local  level  and  State  Health 
Plans  (SHP)  at  the  state  level.  In  order  to  be  eligible  for  federal 
grants,  loans  and  loan  guarantees  under  Title  XVI  of  the  Act,  each 
state  must  also  adopt  a State  Medical  Facilities  Plans  (SMFP).  Further, 
the  Act  requires  that  the  AIP  establish  objectives  to  achieve  the  goals 
set  forth  in  the  HSP  and  establish  priorities  among  the  objectives. 

The  Act  also  requires  that  the  SMFP  establish  priorities  among  the 
projects  in  a state  eligible  for  Title  XVI  funding. 

We  believe  that  the  SMFP  is  essentially  a duplicative  effort,  absorbs 
valuable  staff  resources,  and  its  purpose  can  be  incorporated  in  the 
State  Health  Plan,  thus  avoiding  the  confusion  of  two  official  state 
level  health  planning  documents. 

We  endorse  those  aspects  of  H.R.  3041  (Section  202)  which  simplify 
the  plan  development  process  by  eliminating  the  State  Medical  Facilities 
Plan.  However,  in  doing  so,  we  recommend  that  the  State  Health  Plan 
be  required  to  meet  the  SMFP  requirements  to  inventory  and  rank 
needed  services.  Thus,  the  results  of  the  planning  process  would  be 
expressed  through  two  key  plans,  the  HSP  and  SHP,  each  of  which  would 
rank  goals  and  objectives.  Further,  we  believe  that  HSPs  and  SHPs 
should  have  uniform  formats  between  agencies  and  Plans.  This  require- 
ment would  significantly  ease  the  administrative  process  of  coordination 
and  assure  comparability  with  respect  to  local  and  state  health  planning 
priorities. 
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TECHNICAL  ASSISTANCE 

We  believe  there  is  a need  for  technical  assistance  in  the  health 
planning  system.  The  Blue  Cross  and  Blue  Shield  Associations,  and 
their  member  Plans,  have  been  providing  assistance  to  HSAs  and  their 
forerunners  under  P.L.  89-749  in  the  areas  of  data  acquisition  and 
interpretation,  financial  analysis  and  analytic  concepts  for  health 
planning.  We  have  published  or  sponsored  a number  of  widely  dis- 
tributed documents.  One  contains  analytic  techniques  used  by  health 
planning  bodies  in  the  plan  development  and  review  functions.  Two 
others  concern  consumer  understanding  of  the  health  planning  law  and 
participation  in  the  health  planning  process.  Another,  prepared  by 
the  Institute  of  Medicine  and  funded  by  the  Bluq  Cross  Association, 
examined  issues  related  to  the  supply  and  utilization  of  CT  Scanners. 
There  is,  however,  a need  for  a limited  number  of  technical  centers 
to  provide  health  planners  with  a resource  for  development  of  necessary 
programs  which  might  otherwise  be  established  duplicatively  by  each 
HSA.  The  centers  could  address  such  issues  as  the  development  of 

(1.)  consumer  education  programs; 

(2.)  Models  for  inter-agency  coordination 
(e.g.  as  between  health  planning  and 
rate  review  bodies); 

(3.)  analysis,  interpretation  and  mechanisms 
for  conducting  such  functions  as  appro- 
priateness review;  and 

(4.)  exploration  of  the  concerns  surrounding 
new  issues  such  as  hospice  services. 

There  are  no  provisions  in  H.R.  3041  for  such  centers  and  therefore, 

we  support  the  language  contained  in  Senate  Bill  544  which  retains  the 

concept  of  "centers." 
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ISSUES  CONCERNING  THE  CERTIFICATE  OF  NEED  PROGRAM 

One  of  the  most  critical,  and  controversial,  aspects  of  P.L.  93-641 
has  been  the  provisions  relating  to  certificate  of  need.  We  believe 
that  a certificate  of  need  program  is  necessary  but  that  it  should 
reflect  a sense  of  equity  among  providers.  Moreover,  the  results  of 
this  program  should  be  held  publically  accountable.  To  these  ends, 
we  offer  the  following  comments: 

First,  we  feel  that  the  Act  should  be  amended  to  insure  that  more 
entities  and  persons  are  eligible  to  appeal  state  CON  decisions. 
Specifically,  we  urge  that  appeal  rights  be  explicitly  made  available 
to  third  party  insurers  and  other  relevant  organizations.  For  example, 
the  rate  of  capital  investment  directly  affects  the  level  and  amount 
of  payments  we  must  make  for  our  subscribers.  In  this  way,  an  addi- 
tional "check  and  balance"  is  introduced  in  the  review  and  approval 
process,  especially  in  cases  where  it  is  possible  that  an  HSA  and  state 
agency  have  approved  a project  which  is  questionable  in  terms  of  need 
or  affordability,  or  where  the  positions  of  the  two  agencies  conflict. 

Second,  both  the  Blue  Cross  and  Blue  Shield  Associations  are  deeply 
concerned  with  the  problem  of  artificial  shifts  in  the  location  or 
ownership  of  services  between  hospitals  and  other  providers  in  order 
to  circumvent  regulatory  controls.  Specifically,  the  present  national 
experience  with  the  introduction  of  major  medical  equipment,  for 
example  the  CT  Scanner,  suggests  that  a way  must  be  found  to  prevent 
abuse  of  the  health  planning  process. 
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We  believe  that  the  provisions  in  H.R.  3041  represent  a viable  alterna- 
tive to  the  extension  of  CON  to  all  capital  expenditures  regardless  of 
location  on  the  one  hand,  and  the  circumvention  of  CON  and  the  purposes 
of  health  planning  on  the  other.  The  compromise  is  reasonable  and  it 
should  be  supported  by  reimbursement  mechanisms  which  provide  incentives 
or  sanctions  that  prevent  the  proliferation  and  unwarranted  utilization 
of  equipment  and  services. 

Third,  it  is  important  that  certificate  of  need  controls  be  applied 
to  the  provision  of  health  services  in  federal  hospitals  since  they 
clearly  affect  the  health  resource  supply  and  distribution  requirements 
of  non-federal  facilities  and  services. 

Fourth,  the  Planning  Act  should  provide  that  alternative  delivery  systems, 
such  as  HMOs , are  subject  to  no  more,  and  no  fewer,  CON  controls  than 
are  imposed  on  capital  expenditures  sponsored  by  providers  in  the 
traditional  health  delivery  system.  In  the  future  there  may  be  many  other 
intergrated  health  systems  which  will  require  planning  review.  It  is 
our  position  that  choices  regarding  method  of  delivery  and  selection 
of  alternatives  with  regard  to  health  care  organizations  should  be 
locally  determined  on  their  own  merits.  This  position  gives  rise  to 
the  dilemma  between  a desire  on  the  part  of  the  federal  government  to 
give  preferential  consideration  to  HMOs,  and  the  role  of  the  HSA 
in  addressing  community  needs  and  alternatives  to  meet  those  needs. 

As  a matter  of  principle,  we  strongly  support  HMOs,  and  they  should  be 
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given  a fair  opportunity  to  succeed;  but  we  also  support  the  role  of 
the  planning  process  in  evaluating  all  proposals  that,  without  prefer- 
ential consideration,  would  be  subject  to  review.  HMOs  already  receive 
specific  consideration  in  Section  1532  of  P.L.  93-641  and  P.L.  93-222 
(The  HMO  Act).  We  strongly  recommend  that  HMOs,  or  any  provider,  be 
specifically  subject  to  any  review  and  reporting  requirement  regarding 
capital  expenditures  for  both  inpatient  and  ambulatory  services  with 
which  other  providers  must  comply  under  Section  117  of  H.R.  3041.  Thus, 
any  provider  acquiring  a piece  of  major  medical  equipment  costing  over 
$150,000,  but  to  be  used  in  an  outpatient  setting,  should  be  subject 
to  the  reporting  requirements  of  Section  117.  We  believe  that  none  of 
the  bills  now  before  you  addresses  this  potential  loophole  adequately  and 
we  will  be  happy  to  work  with  Committee  staff  on  specific  language 
development.  Such  language  will  assure  public  accountability  of  acqui- 
sitions for  outpatient  settings,  and  promote  the  role  of  the  planning 
function. 

Fifth,  we  support  a provision  which  would  allow  similar  projects  to  be 
batched  for  review  to  assure  that  the  best  candidate  to  serve  an 
identified  need  is  selected,  and  not  merely  the  first  one  with  an 
application.  H.R.  3041  appropriately  addresses  this  issue. 

Sixth,  we  support  the  provision  in  H.R.  3041  which  addresses  the  issue 
of  SHPDA  inaction.  Disapproval  of  an  application  for  a CON  based  on 
inaction  creates  a "pocket  veto"  without  holding  the  SHPDA  accountable 
by  having  to  specify  reasons  for  a turndown.  Therefore,  we  endorse 
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the  provision  which  requires  an  automatic  approval  for  a CON  in  cases 
where  the  SHPDA  does  not  develop  a formal  finding. 


APPROPRIATENESS  REVIEW  OF  INSTITUTIONAL  HEALTH  SERVICE 

The  identification  of  excess  capacity  through  HSA  and  state  agency 
appropriateness  review  raises  a set  of  problems  that  should  be  ad- 
dressed by  Congress.  The  Act  now  specifies  that  all  institutional 
health  services  must  be  reviewed  periodically  to  determine  their 
appropriateness.  It  is  not  clear  that  health  planning  agencies,  in 
the  foreseeable  future,  will  have  the  necessary  resources,  the  technical 
competence  or  the  real  need  to  review  all  institutional  health  services 
simultaneously  or  over  a short  period.  Accordingly,  we  support  the 
proposed  amendment  which  grants  the  Secretary  the  authority  to  identify 
specific  institutional  health  services  subject  to  appropriateness 
review.  We  recommend,  however,  that  high  priority  be  given  to  the 
institutional  health  services  which  bear  the  potential  for  significant 
and  costly  duplication,  or  have  the  potential  for  adversely  affecting  the 
national  guidelines. 

A useful  role  for  the  guidelines  would  be  as  a screen  or  measurement 
which  the  Secretary  could  apply  to  determine  which  health  services 
should  be  addressed  on  a service,  as  opposed  to  institution,  basis. 

Thus  the  mandate  for  conducting  service  reviews  would  be  based  on  the 
national  experience,  but  the  results  of  the  reviews  would  be  locally 
determined,  and  necessary  action  taken  in  the  context  of  local  circumstances. 
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REDUCTION  OF  EXCESS  CAPACITY 

While  estimates  of  the  precise  number  of  beds  vary,  there  is  general 
agreement  that  many  areas  in  the  nation  have  excess  inpatient  capacity. 

A major  obstacle  to  eliminating  excess  capacity  relates  to  the  financial 
consequences  for  the  provider  and  the  fiduciary  responsibilities  of 
hospital  trustees.  A federal  grant  program  for  the  purpose  of  assisting 
hospitals  to  defray  certain  costs  associated  with  the  closure  or  con- 
version of  unneeded  services  might  stimulate  voluntary  provider  initia- 
tives. The  underlying  assumption  for  this  type  of  program  is  that 
eliminating  unneeded  beds  or  services  will  lead  to  greater  cost- 
effectiveness  in  the  health  care  delivery  system  and  an  appropriate 
redistribution  of  available  capital.  Since  a grant  program  of  this 
nature  is  new,  it  should  be  accompanied  by  a strong  evaluation  component 
to  measure  whether  the  goal  of  cost-effectiveness  is  being  achieved. 

In  this  regard,  it  is  particularly  important  to  evaluate  the  cost-effective- 
ness of  the  various  options  of  total  closure,  partial  closure,  merger 
and  conversion. 

That  evaluation  is  a complex  process  and  is  highly  dependent  upon  a 
number  of  variables,  many  of  which  are  difficult  to  measure.  For 
example,  changes  in  hospital  admission  rates,  mix  of  services  utilized 
(inpatient  vs.  outpatient),  costs  to  remaining  institutions,  need  for 
alternative  capital  investment,  etc.,  are  among  some  of  the  important 
factors  which  must  be  considered.  Evaluation  of  the  cost-effectiveness 
of  the  grant  program  will  require  time.  However,  it  is  a critical 
element  in  making  policy  decisions  regarding  the  long-term  success  of 
this  program. 
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A federal  grant  program  should  provide  funds  for  debt  retirement,  per- 
sonnel related  costs  (including  job  retraining  and  re-employment 
assistance),  facilities  modification  and  other  appropriate  expenses 
based  on  the  needs  of  each  institution  applying  for  such  grants.  It 
is  likely  that  other  organizations,  such  as  Blue  Cross  Plans,  will 
also  participate  in  the  financing  of  closure  and  conversion  projects, 
depending  on  individual  needs  and  the  availability  of  resources.  In 
the  case  of  partial  closures,  all  third-party  payers  should  assume 
their  share  of  the  fixed  costs  through  the  regular  reimbursement 
mechanism.  This  will  require  modification  of  Titles  XVIII  and  XIX 
(Medicare  and  Medicaid). 

Recent  experience  within  the  Blue  Cross  organization  offers  encourage- 
ment that  financial  incentives  can  be  instrumental  in  reducing  excess 
capacity.  For  example.  Blue  Cross  of  Massachusetts  and  Blue  Cross  of 
Northeast  Ohio  participated  in  the  closure  of  hospitals  in  Boston  and 
Cleveland,  respectively.  The  circumstances  of  each  case  were  somewhat 
different  but  the  common  elements  were  that  the  Plans  actively  encouraged 
capacity  reduction  where  it  was  indicated  and  provided  funds  that  were 
used  in  the  closure  process.  As  noted,  demonstration  of  cost-effectiveness 
is  difficult  and  the  Plans  along  with  others  are  currently  in  the  process 
of  evaluating  the  results. 

It  is  our  belief  that  Title  III  of  H.R.  3041  provides  the  appropriate 
mechanism  to  encourage  voluntary  closure  and  conversion  and  to  test 
the  long-term  impact  of  reduction  in  excess  capacity. 
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VOLUNTARY  HEALTH  PLANNING 

Congressional  intent  with  respect  to  voluntary  and  cooperative  health 
planning  at  the  local  level,  as  expressed  in  the  adoption  of  P.L.  93-641, 
appears  clear.  HSAs,  working  with  community  resources,  have  a primary 
responsibility  to  develop  long-range  planning  as  expressed  in  the 
Health  Systems  Plans.  Moreover,  HSAs  must  prepare  Annual  Implementation 
Plans  which  specify  how  the  goals  described  in  the  HSAs  are  to  be 
achieved.  Cooperative  arrangements  among  providers,  HSAs,  third-party 
payers  and  others  within  the  community  are  a necessary  element  in  achiev- 
ing stated  goals.  Such  arrangements  are  particularly  pertinent  with  re- 
spect to  the  development  of  new  services  and  the  elimination  of  excess 
capacity.  The  Blue  Cross  and  Blue  Shield  organizations  will  continue 
to  engage  in  these  activities  and  will  encourage  others  to  do  so  as  well. 

Mr.  Chairman,  we  appreciate  the  opportunity  to  appear  before  you  to 
present  our  views.  We  will  be  pleased  to  answer  any  questions  or  provide 
whatever  assistance  the  Committee  may  require  in  its  deliberations  on 
this  important  legislation. 
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DELTA-HILLS  HEALTH  SYSTEMS  AGENCY,  Inc.  ■ P.O.  BOX  701  ■ NEWPORT,  ARK.  721 12  1(501)523-8973 


The  Honorable  David  Pryor 
United  States  Senate 
4400  Russell  Building 
Washington,  D.C.  20510 

Dear  David: 

I urge  you  to  support  Senate  Bill  544,  the  Health  Planning  Amendments  of 
1979,  that  was  introduced  on  March  5,  1979.  This  bill  will  extend  P.L. 
93-641,  The  National  Health  Planning  and  Resource  Development  Act  of 
1974,  under  which  the  four  Arkansas  Health  Systems  Agencies  and  the 
Arkansas  State  Health  Planning  and  Development  Agency  are  operating. 

We  feel  that  we  are  performing  valuable  services  to  the  citizens  of  our 
state  through  facilitating  the  development  of  needed  health  and  health 
related  programs,  by  containing  rising  health  care  costs  through  the 
vigorous  implementation  of  Certificate  of  Need  and  Use  of  Federal  Funds 
Review  systems,  and  by  planning  for  the  health  needs  of  our  constituency 
in  a comprehensive  manner  which  is  consistent  with  the  prudent  invest- 
ment of  tax  base  monies. 

Last  fall  our  Board  recognized  your  fine  leadership  in  Arkansas  in  the 
implementation  of  P.L.  93-641  and  Arkansas  Act  558.  We  hope  that  you 
will  be  as  vigorous  in  your  support  of  health  planning  at  the  national 
level . 

If  you  have  questions  concerning  this  matter,  please  contact  me. 


JOHN  E.  MILLER,  PRESIDENT 


JOHN  T.  ROREX,  EXECUTIVE  DIRECTOR 


March  21,  1979 


Cordially  yours 


JTR/ss 


CC:  John  E.  Miller,  President 
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Statement  of  the  Health  Insurance  Association  of  America  on 
S.  544,  the  "Health  Planning  Amendments  of  1979" 


This  statement  is  on  behalf  of  the  Health  Insurance 
Association  of  America  which  has  over  300  member  companies 
who  write  in  excess  of  80  percent  of  all  health  insurance 
underwritten  by  insurance  companies  in  the  United  States. 

We  and  our  member  companies  have  actively  participated 
in  the  community  health  planning  effort  for  more  than  twelve 
years.  Our  involvement  actually  began  before  the  passage  of 
P.L.  89-749. 

As  soon  as  the  Comprehensive  Health  Planning  Act  of  1966 
j became  law,  the  Health  Insurance  Association  moved  aggressively 
| to  put  into  action  our  commitment  to  consumer  and  community 
participation  in  health  planning.  Top  executives  of  our 

I companies  went  to  several  State  Governors  to  express  this 
commitment,  and  offer  our  help  in  initiating  the  planning 
I effort. 

In  the  beginning  we  provided  seed  money  which  helped 

I local  agencies  organize  and  qualify  for  federal  funding. 
Subsequently,  we  provided  back-up  for  local  planning  agencies 
with  personnel  and  money,  which  from  1973  to  1975,  amounted  to 
approximately  1.5  million  dollars.  Today,  there  are  more  than 
250  representatives  of  our  member  companies  serving  on  SHCCs, 

HSA  boards,  committees  and  subarea  councils,  and  our  Association 
has  a central  staff  for  technical  assistance. 

Insurance  companies  take  health  planning  seriously.  We 
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are  committed  to  citizen  participation  in  the  development  of 
effective  and  accountable  health  care  delivery  systems  for 
everyone.  However,  we  are  not  satisfied  that  the  concept  of 
community  health  planning  has  reached  its  potential. 

Health  planning  has  suffered  growing  pains,  however, 
it  is  beginning  to  grow  despite  ambiguous  goals  and  objectives, 
confusing  federal  guidance,  and  inadequate  efforts  to 
communicate  with  the  public  by  DHEW. 

Comprehensive  health  planning,  at  the  areawide  and  state 
level,  has  been  turned  into  a plodding,  academic  exercise. 
Elaborate  inventories  of  resources  are  attempted,  yesterday's 
needs  are  estimated  and  fed  into  computers  to  suggest  planning 
sophistication  which  often  results  in  diverting  energies  from 
the  serious  issues  we  face. 

We  would  like  to  review  those  provisions  of  the  Act  we 
believe  should  be  modified. 

We  believe  the  Act  should  be  extended  for  three  years 
with  authorizations  for  adequate  appropriations.  There  must 
be  realistic  financing  for  local  planning  agencies  for  the  program 
to  be  successful. 

The  keystone  to  an  effective  and  accountable  health 
planning  effort  is  across-the-board  involvement  at  the  community 
level  of  all  interested  parties.  Insurance  companies  have 
consistently  supported  the  concept  of  a major  role  by  consumers 
in  health  planning  at  all  levels.  However,  in  many  cases 
consumers  have  been  intimidated  by  provider  "experts".  Consumer 
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participants,  who  have  not  had  an  adequate  opportunity  to  prepare, 
feel  no  one  listens  to  what  they  say.  A result  has  been  spotty 
participation  by  consumers;  although,  with  adequate  time, 
improved  communication,  clearer  goals,  and  particularly  a 
renewed  spirit  of  partnership,  consumer  input  can  be  a dynamic 
force.  A consumer  majority  should  be  maintained.  However, 
we  believe  third-party  payers  should  be  guaranteed  a place  on 
the  HSA  board;  and,  consideration  should  be  given  to  adding 
criteria  for  eligibility  to  board  membership  which  takes  into 
consideration  knowledge  about  health  care,  community  needs,  and 
community  involvement.  We  also  believe  our  expertise  and 
experience  would  be  a valuable  asset  to  both  the  SHCC  and  the 
National  Council.  A guaranteed  position  on  those  bodies  will 
insure  our  ability  to  participate. 

Under  current  law  HSAs  have  been  assigned  responsibilities 
that  may  be  unreasonable  in  view  of  the  current  structure  of 
the  agencies  and  the  resources  available.  We  suggest  a method 
be  developed  to  phase-in  the  tasks  and  responsibilities 
assigned  to  HSAs  in  accordance  with  their  ability  to  perform 
and  allow  SHPDAs  and  SHCCs  to  perform  those  tasks  not  delegated 
to  an  HSA. 

Certif icate-of-need  programs  have  been  somewhat  effective 
in  dealing  with  capital  considerations.  In  many  instances  the 
presence  of  a certif icate-of-need  program  has  stopped  some 
providers  from  submitting  applications  for  "unneeded"  capital 
projects  and  has  resulted  in  modifications  in  many  projects 
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which  would  not  have  been  altered  if  the  program  was  not  in 
existence.  However,  there  are  still  problems  with  the 
certif icate-of-need  program,  the  solution  to  which  will  add 
to  its  strength.  For  example,  law  have  been  passed  in  several 
states  which,  by  specific  intent  and  design,  circumvent  the 
state’s  certif icate-of-need  program.  These  special  acts 
exempt  named  institutions  from  certificate-of-need  allowing 
capital  expansion  after  the  state  certifying  agency  has  denied 
the  application  and  the  decision  was  affirmed  on  appeal. 

A possible  solution  would  be  to  establish  Medicaid  and 
Medicare  reimbursement  sanctions  for  new  health  care  projects 
not  found  to  be  needed  by  the  State  Health  Planning  and 
Development  Agency  under  a certificate-of-need  program  meeting 
the  requirements  of  P.L.  93-641.  Capital  and  operating  costs 
associated  with  a project  not  found  to  be  needed  would  be 
excluded  from  federal  reimbursement  under  Medicaid  and  Medicare 
unless  the  Secretary,  after  consulting  with  state  and  local 
planning  agencies,  decided  otherwise. 

We  believe  the  lack  of  a time  constraint  on  the  issuance 
of  a certificate-of-need  is  a serious  problem.  A reasonable 
time  frame  should  be  placed  on  the  duration  of  a certificate- 
of-need  during  which  constructions  must  be  begun  or  a valid 
contract  signed  for  delivery  of  a major  piece  of  equipment. 

Major  technology  whose  purchase,  lease  or  installation 
requires  substantial  capital  investment  and/or  a substantial 
increase  in  annual  staffing  and  operating  expenses  should. 
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regardless  of  its  setting,  be  included  in  the  certif icate-of-need 
process. 

Other  areas  which  we  believe  should  be  included  in  the 
federal  certif icate-of-need  program  are: 

a)  modernization,  which  includes  alteration, 
repair,  remodeling,  replacement  and 
renovation  of  existing  buildings  including 
initial  equipment  and  replacement  of 
equipment  of  existing  buildings; 

b)  federal  facilities  should  come  under  the 
review  and  comment  process  with  state 
recommendations  filed  with  Congressional 
appropriations  committees; 

c)  expansion  of  the  definition  of  health  care 
facility  to  include  referral  laboratories, 
diagnostic  x-ray  facilities,  etc.; 

d)  leasing  or  acquisition  of  sites;  and 

e)  home  health  care  programs. 

We  also  believe  a certif icate-of-need  process  tied  to 
an  effective  prospective  rate/budget  review  system  will  be 
the  most  effective  means  of  controlling  institutional  health 
care  costs,  and  note  with  enthusiasm  Section  122  of  the  bill 
requires  the  coordination  of  these  important  activities. 

Section  1526  of  the  Act  should  be  amended  to  allow  any 
state  to  establish  or  designate  an  agency  for  the  review  of 
budgets  and  related  charge  schedules  and  the  approval  or 
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disapproval  of  proposed  gross  revenues  of  health  care  institu- 
tions to  qualify  for  grants  under  this  section. 

The  state's  plan  should  cover  all  third-party  payers, 
and  all  payments  should  be  in  accord  with  the  charge  schedule 
approved  for  that  institution. 

Coordination  between  the  HSAs  and  PSROs  is  important. 
Currently,  that  coordination  is  insufficient.  To  develop  the 
HSP,  the  HSA  must  have  a reasonable  data  base  which  it  is  unable 
to  acquire  without  the  assistance  of  the  PSRO.  However,  PSROs 
strenuously  resist  a linking/sharing  of  data  because  of  the 
fear  that  the  privacy  of  individual  medical  records  will  not 
be  preserved  as  these  records  are  aggregated  and  released  to  the 
HSAs  for  planning  purposes.  The  implementation  of  community 
health  planning  will  continue  to  be  weak  as  long  as  there  is 
not  adequate  provision  for  the  collection  of  accurate  data  for 
the  HSAs  and  SHPDAs. 

We  recommend  the  following : 

1.  The  federal  government  establish  a minimum  data  set 

which  would  include:  patient  discharge  and  billing  information, 

institutional  financial  information,  health  facilities  and 
services  information,  demographic  statistics  and  health  status 
information. 

2.  The  minimum  data  set  should  be  implemented  across 
the  country  with  flexibility  provided  in  the  design  of  such 
systems  for  satisfying  additional  data  requirements  as  they 
may  be  needed. 
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3.  A federal  agency  should  be  designated  to  coordinate 
and  oversee  the  data  collection  activities  of  the  various  states 
to  assure  coordination  and  eliminate  duplication. 

4.  The  states,  working  closely  with  the  federal  government, 
should  establish  guidelines  for  assuring  that  the  information 
within  the  state  is  compatible  with  existing  or  established 
federal  minimum  data  sets. 

5.  In  accordance  with  P.L.  95-623,  the  states  should 
designate  an  agency  or  responsible  party  to  administer  or  be 
responsible  for  the  administration  of  statistical  activities 
within  the  state. 

6.  Interested  parties  (health  data  users  and  suppliers) 
should  serve  in  an  advisory  capacity  to  the  designated  entity 
mentioned  above.  Each  data  user  and  provider  organization  should 
have  one  representative  on  this  panel  with  each  organization 
having  one  equal  vote  in  regard  to  the  activities  and  policies 
of  the  designated  entity. 

7.  The  advisory  panel  should  work  to  assure  the 
following: 

• Nonconf idential  health  data  is  available  to 

all  data  users  and  providers,  with  equal 
access  to  data  limited  only  by  the  provision 
of  guarantees  of  confidentiality  or 
nondisclosure  of  identity  of  individual 
respondents  or  data  subjects; 

• Assure  that  state  and  local  health  data 

providers,  suppliers,  collectors,  and  users 
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are  appropriately  involved  and  informed  of 
the  decision-making  process  of  the  entity; 

• Achieve  an  appropriate  balance  between 

legitimate  access  to  data  and  protection 
of  confidentiality  and  privacy;  and 

- Coordinate  activities  in  the  development  of 
shared  data  systems  for  the  purpose  of 
reducting  duplication  of  data  collection 
and  processing,  minimizing  respondent  burden, 
encouraging  maximum  comparability  of  data. 

The  entire  question  of  the  state  role  in  health  planning 
requires  further  consideration.  We  lean  toward  a state  health 
planning  authority  with  which  the  local  planning  agencies  can 
relate  directly.  The  line  of  responsibility  and  authority 
should  be  to  the  state.  However,  except  for  states  with  fewer 
than  700,000  inhabitants,  the  state  should  not  take  over  the 
whole  planning  process  and,  in  any  event,  must  allow  for  reasonable 
variation  by  local  areas  of  both  goals  and  methods  of  reaching 
those  goals. 

It  has  been  our  experience  that  the  planning  process 
benefits  from  an  active  and  responsible  advisory  body.  We 
believe,  however,  that  present  arrangements  and  practices 
need  strengthening;  e.g.,  the  governing  board  composition  we 
proposed  for  local  agencies  should  also  apply  here. 

The  basic  functions  of  the  state  agency  appear  to  be 
workable.  We  feel  it  is  important  to  insure  that  the  state 
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agency  properly  consider  the  local  plan  in  the  development 
of  the  state  plan.  We  do  not  think  the  state  plan  should  be 
submitted  to  the  Governor  for  prior  approval,  however,  he 
should  have  the  opportunity  to  review  and  comment  on  the  state 
plan. 

In  our  opinion,  decertification  authority  must  be  given 
to  state  certif icate-of-need  agencies  in  order  to  have  an 
effective  health  care  cost  control  program.  Currently,  there 
is  no  way  to  eliminate  unneeded  and  duplicative  health  services 
unless  the  provider  does  so  on  a voluntary  basis.  Legislation 
should  be  enacted  to  facilitate  the  phase-out  of  unneeded  and 
inappropriate  hospitals,  to  establish  mechanisms  to  identify 
each  such  hospital,  to  assess  its  economic  value,  to  declare 
that  such  a resource  contravenes  the  public  interest,  to  provide 
for  such  hospital  to  be  retired,  to  compensate  the  institutions, 
and  to  compensate  and  relocate  affected  personnel. 

Finally,  we  believe  Sections  1513,  1524  and  1532  should 
make  clear  that  the  health  planning  agencies  in  the  execution 
of  their  responsibilities  concerning  voluntary  conversion, 
closure,  reduction  of  capacity,  and  development  of  multi-institu- 
tional systems  are  exempt  from  antitrust  action  if  those  activities 
are  carried  out  in  compliance  with  the  planning  law. 

No  reasonable  person  could  suggest  that  our  health 
delivery  system  can  effectively  handle  the  needs  of  our  citizens 
without  an  effective  planning  process.  However,  whether 
P.L.  93-641  is  the  best  way  to  have  effective  health  planning 
is  a question  that  is  too  early  to  answer.  The  implementation 
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of  the  Act  is  still  in  the  formative  stage.  Regulations  are 
still  being  developed  by  DHEW  and  the  force  of  the  Act’s 
regulatory  scheme  has  not  been  fully  felt.  However,  in  many 
areas  the  HSAs  influence  is  being  recognized  by  state  certificate- 
of-need  agencies.  The  Act  is  still  young  and  ought  to  be  given 
the  opportunity  to  succeed. 

We  have  tried  through  our  statement  to  be  as  candid 
and  constructive  as  possible  on  this  important  issue  expressing 
our  feelings  as  well  as  ideas.  We  hope  our  comments  will  assist 
the  committee  in  its  deliberations. 
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Samuel  M.  Levine 

COUNSELLOR  AT  LAW 
OCEANSIDE.  NEW  YORK  11572 


March  13,  1979 

TO:  Members  of  the  United  States  Senate  & House  of  Representatives 
TO:  President  Jimmy  Carter  and  Secretary  Joseph  A.  Califano  (HEW) 

Re:  HEALTH  PLANNING  FAILURES  & PL  93-61+1 

Please  consider  the  following  information  and  objections  in 
developing  the  new  amendments  to  the  National  Health  Planning  and  Resource 
Development  Act  (PI  93—61+1 ) . I request  that  Senator  Kennedy  include 
this  letter  and  all  of  my  papers  previously  submitted  or  attached,  into 
the  record  of  the  hearing  to  be  held  in  Washington  on  March  lfc,  1979- 
Over  100  pages  of  my  objections,  complaints,  facts  and  information  are 
now  on  file  with  the  Senate  Health  Sub-committee  or  with  the  Bureau  of 
Health  Planning,  Health  Resources  Administration,  HEW.  They  date  back 
to  February  of  1976.  These  same  improper  and  illegal  actions  carried 
out  by  the  Nassau  - Suffolk  Health  Systems  Agency  and  the  New  York 
State  Health  Planning  Agencies  , have  been  taking  place  in  most  of  the 
other  200  regional  HSA's  and  SHPDA's  throughout  the  country. 

I do  not  believe  the  intent  of  Qongress  to  improve  the  health 
and  mental  health  of  people,  to  improve  the  health  care  delivery  system, 
to  contain  costs  and  to  promote  equal  access  to  quality  care,  has  been 
carried  out.  Major  surgery  on  the  health  planning  system  is  necessary. 

I hope  your  amendments,  legislative  oversight  action  and  strong  adminis- 
trative monitoring,  corrective  action  and  enforcement  , will  begin  to 
turn  things  around  and  get  better  results. 

There  has  been  very  little  public  input  or  support  of  the 
Health  Systems  Plans,  Annual  Implementation  Plans,  other  Planning 
End  Review  Reports,  or  Grant  Applications,  by  major  organizations 
representing  consumer  interests  such  as  the  poor,  the  aged,  the 
physically,  mentally  or  developmentally  disabled,  labor  or  management. 


Please  advise  if  you  desire  further  testimony  or  assistance. 
I would  appreciate  copies  of  any  material  developed  on  this  subject, 
or  pronosed  legislation  or  committee  reports. 


Respectfully, 


Samuel  M.  Levine,  JD 
President,  Health  Advocates,  Inc. 

Counsel  to  N.Y.  State  Council  of  Organizations  for  the  Handic- 
apped; Federation  of  Parents  Organizations;  League  of  Voters 
for  the  Handicapped 


45-450  0-79-33 
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Samuel  M.  Levine 

COUNSELLOR  AT  LAW 
3082  CARREL  BOULEVARD 

March  12,  1979 


TO: 


New  York 
New  York 
New  Yo^k 
New  York 


State  Health  Dept.,  Att:  Comm.  Axelrod  & 
State  Hospital  Review  & Planning  Council 
Statewide  Health  Coordinating  Council 
State  Health  Planning  Commission 


Mr. 


Berman,  OHSM 


TO:  U.S.  Dept,  of  Health,  Education  & Welfare,  Health  Resources 

Administration  & Health  Care  Finance  Administration 


RE:  HEALTH  PROJECT  REVIEWS  BY  THE  NASSAU-SUFFOLK  HEALTH  SYSTEMS  AGENCY 

I urge  that  you  disregard  the  decisions  and  recommendations  of 
the  N-S  HSA  (and  other  HSA's  with  similar  failures,  improper  and  illegal 
actions,  for  the  following  reasons: 

1.  GUIDELINES  & REGULATIONS  DISREGARDED.  Poor  attempt  to  obtain 
specific  facts  that  show  compliance  by  applicants.  Many  laws  not  enforced 
including  the  Rehabilitation  Act,  Sec.  502  on  Architectural  Barriers, 

Sec.  503  on  Affirmative  Action  in  Employment  and  Sec.  501).  on  Discriminat- 
ion of  the  Disabled.  They  merely  accept  applicants  self  serving  replies 
with  no  presentation  or  evaluation  of  facts  of  compliance.  Protection 
of  patients  rights,  quality  of  care  and  treatment,  treatment  plans, 
appropriateness,  level  of  care,  utilization  review,  patient  abuse  and 
mistreatment,  are  all  subjects  poorly  monitored  and  evaluated  in  reviews. 


2.  STAFF  QUALIFICATIONS,  experience  and  job  qualifications 
are  poor.  They  failed  to  hire  people  with  the  special  skills,  licenses, 
knowledge  and  experience  in  the  planning,  development  , operation  and 
administration  of  the  facilities  and  services  under  review  or  being 
planned.  They  are  utilizing  unlicensed  , unqualified  staff,  carrying 
out  functions  required  to  be  licensed,  qualified,  experienced  in  various 
disciplines,  including-  doctors,  nurses,  therapists,  administrators. 

3.  PUBLIC  PARTICIPATION.  Many  day  meetings  held,  so  that 
working  consumers  can  not  attend  and  participate.  No  home  rule. 

No  convenient  , centrally  located  meeting  places  , near  facilities 
under  review  or  centrally  located  in  respective  counties.  Poor  reach 
out  efforts.  Very  little  public  input  or  support  for  Health  S ystems 
Plans,  Annual  Implementation  Plans,  Grant  Applications,  Review  Manual 
or  Review  Reports  , by  major  organizations  representing  consumer 
interests,  such  as  the  poor,  the  aged,  the  disabled,  labor  or  management. 


I4..  COST  CONTAINMENT:  Very  poor  effort.  They  have  approved 

millions  of  dollars  of  hospital  expansions,  increased  medical-surgical 
beds,  new,  expensive  equipment  and  support  services  and  fac  ilities. 
Please  Investigate  all  approvals  in  the  past  three  years  of  reviews. 


Health  Project  Reviews 


March  12,  1979 


II  Re: 


II  $.  CONFLICTS  OF  INTEREST:  Many  providers,  who  are  usually  in  the 

majority,  are  sitting  on  committees,  councils  and  Governing  Board  as 
|j  consumers.  Many  providers  violate  the  conflict  of  interest  rule  when 
j;  they  vote  on  and  review  applications  involving  their  professional 

colleagues,  competitors,  related  staffs,  and  other  relationships,  having 
I a financial  or  other  interest  in  the  outcome  or  results  of  the  reviews. 

Providers  control  committee  actions.  Doctors  and  hospital  administrators 
I vote  on  hospital  and  other  applications  affecting  colleagues  and  compet- 
f itors  in  other  facilities. 

An  unwholly  alliance  exists  between  the  Nassau-Suffolk  Health 
Systems  Agency  and  the  Nassau-Suffolk  Hospital  Council,  since  the 
Hospital  Council's  Executive  Director  is  the  former  Deputy  Director  of 
the  Health  Systems  Agency  with  an  office  across  the  hall  in  the 
same  building. 

6.  OTHER  REASONS:  Contained  in  my  statements  attached,  dated 
f July  25,  1978  and  March  16,  1978;  as  well  as  others  on  file  with  the 
US  Dept,  of  Health,  Education  and  Welfare,  Health  Resources  Administ- 
ration and  Bureau  of  Health  Planning. 

Please  take  appropriate  action  to  eliminate  the  improper  and 
illegal  actions  by  the  Nassau-Suffolk  Health  Systems  Agency  and  other 
HSA's  with  similar  actions,  in  their 

Samuel  M.  Levine,  JD 

President,  Health  Advocates 

Counsel  to  N.Y. State  Council  of  Organizations  for  the 

Handicapped;  Federation  of  Parents  Organizations; 

League  of  Voters  for  the  Handicapped 

t CC : Senator  Edward  Kennedy;  Senator  Jacob  Javits 

State  Senator  Tarky  Lombardi,  Senator  Frank  Padavan, 

Assemblywoman  Elizabeth  Connally,  Assemblyman  .James  Tallon 
Nassau-Suffolk  Health  Systems  Agency,  ALPHA 
Consumer  Coalition  for  Health,  Wash,  DC. 
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Samuel  M.  Levine 

COUNSELLOR  AT  LAW 
3602  CARREL  BOULEVARD 


July  25,  1978 

To:  Hon.  Joseph  A.  Califano,  Secretary  of  HeAlth,  Education  A:  Welfare 

To:  Dr.  Henry  A.  Foley,  Administrator,  Health  Resourses  Administration 

Re:  COMPLAINT  AND  CHARGES  AGAINST  THE  NASSAU- SUFFOLK  HEALTH  SYSTEMS 

AGENCY 

This  letter  Is  a supplement  to  the  letter  of  June  9*  1978, 
to  add  to  the  objections,  charges  and  complaints  contained  therein, 
for  which  a hearing  has  been  requested. 

1.  GOVERNING  BOARD:  No  consumer  members  who  are  welfare  recip- 

ients or  with  poverty  level  Incomes;  no  consumer  members  who  are  physic- 
ally or  mentally  or  developmentally  disabled  or  their  parents  or  Ident- 
ifiable advocates  or  representatives  of  major  county  or  regional  consumer 
groups  for  the  disabled;  no  representatives  of  major  county  or  regional 
senior  citizen  consumer  groups  (except  on  Suffolk  attorney  designated 

a County  Executive  appointee);  no  consumer  representative  of  labor 
organizations.  The  health  politicians  who  control  the  governing  board 
and  election  process,  saw  to  it  that  Robert  Moss,  representing  the  para- 
plegic veterans,  was  eliminated  from  the  board,  by  refusing  to  re-nomlnate 
him  for  a new  term,  because  of  his  advocacy  on  patient  rights. 

2.  STAFF:  No  staff  member  with  a high  level  and  extent  of  knowledge 

professional  qualifications,  expertise  and  experience  in  the  planning, 
developement  and  administration  of  large,  sophisticated  facilities  and 
service  systems  for  acute,  ambulatory,  long  term,  environmental,  rehab- 
ilitation and  mental  health  care  and  treatment. 

3.  COST  CONTAINMENT:  Very  poor  efforts  in  determining  ways  and 

means  of  containing  health  care  costs  or  in  reducing  the  extremely  high 
cost  of  health  and  mental  health  care  and  treatment  in  the  region. 

No  review  of  hospital  costs  , medical  fees,  administrative  waste,  etc. 

L FEDERAL  LAWS:  Very  poor  attempt  to  incorporate  into  plans  and 

carry  out  implementation  activities  needed  to  obtain  compliance  by  health 
care  providers,  of  the  many  federal  laws,  regulations,  guidelines  and 
state  plans  relating  to  the  problems  and  needs  of  the  handicapped, 
particularly.  The  Developmental  Disabilities  Act,  the  Rehabilitation  Act, 
the  Education  for  Handicapped  Children  Act,  and  the  Community  Mental 
Health  Centers  Act. 

5.  HEALTH  POLITICS  AND  PROVIDER  CONTROL:  Allowing  providers  to 

dominate  and  control  governing  board  and  committee  meetings,  plans  and 
decisions.  Allowing  health  politicians  who  traditionally  controlled  the 
health  planning  system  in  the  past,  to  continue  their  undue  influence  and 
behind  the  scenes  contacts,  which  lead  to  policy  and  action  decisions 
protecting  their  interests  (eg:  Long  Island  Jewish  - Childrens  Medical 
Center  proposal). 


6.  CRISIS  ISSUES:  Failing  to  solve  the  crisis  issues  facing 

the  region  oT  take  effective  action  to  arrive  at  solutions  to  the 
nursing  home  bed  shortage,  the  dumping  of  patients  into  and  out  of 
state  psychiatric  Institutions  , the  lack  of  comprehensive  ambulatory 
health  facilities,  the  lack  of  geriatric  facilities  and  services, 
environmental  emergencies,  the  high  cost  of  health  care;  and  others. 


7.  PUBLIC  PARTICIPATION:  Failing  to  obtain  representation  and 

participation  of  major  consumer  groups  affected  by  applications  under 
review  or  plans  and  action  items  at  hearings  and  committee  meetings. 
Gag  rules  that  unfairly  limit  public  input  and  participation. 


8.  OTHER  CHARGES:  Set  forth  in  previous  letters  from  me  or 

Federation  of  Parents  and  other  organizations  relating  to  the  operations 
.-.4  " -Suffolk  Health  Systems  Agency. 


and  activities  of  the  Nass 


Respectfully, 

Samuel  M.  LovJr 


JD;  Counsel  to  Hrn'Ith'Adv 


Health  Advocates,  Inc. 

2175  Wantagh  Avenue  / Wantagh,  N.  Y.  11793  / (516)  781-1500 


PRESS  RELEASE  for  March  16,  1978 

jl  Re:  GRANT  APPLICATIONS  BY  HEALTH  SYST  EMS  AGENCIES 


The  Health  Advocates  organization,  jointly  with  the  Long  Island  Regional 
Council  of  the  Federation  of  Parents  Organizations  for  the  State  Mental 
||  Institutions,  made  up  of  parents  and  relatives  of  persons  with  handicapping 
conditions,  has  begun  a campaign  to  challenge  the  permanent  and  full 
'i  designation  of  the  Nassau-Suff oik  Health  Systems  Agency  (HSA)  . The  Wantagh 
; based  group  today  stated  that  they  support  the  conclusions  and  objections 
[j  which  their  counsel,  Samuel  M.  Levine,  an  Oceanside  attorney  , presented 
to  the  HSA  governing  board  on  March  9,  1978  (see  statement  attached). 


The  following  is  a summary  of  some  of  the  objections  Levine  set  forth 
in  his  letter  to  Secretary  Joseph  Califano,  U.S.  Department  of  Health, 

I Education  and  Welfare  and  Governor  Hugh  Carey:  wasteful  and  extravagant 

!:  expenditures  ($1.3  Million  for  78-79)  for  salaries,  supplies,  rentals, 

S travel;  the  lack  of  qualified,  experienced  planners;  a small  , unrepres- 
! entative  governing  board;  political  "matching  games"  in  an  illegal  election 
process  for  board  membership;  poor  public  participation  and  involvement  or 
support  for  its  plans;  thirteen  years  of  failures  by  HSA  and  its  predecessor, 
producing  "snow  storms  of  paper"  , but  accomplishing  little  in  terms  of 
substantial  and  important  changes  and  improvements  in  the  health  and  mental 
health  systems;  a poor  work  program  which  does  not  accomplish  many  changes 
I)  and  actions,  except  to  assess,  study  and  review  existing  programs  and  gather 
more  data;  failure  to  solve  the  crisis  issues  facing  the  region  , such  as 
the  nursing  home  bed  shortage,  the  dumping  of  patients  into  and  out  of 
j|  state  psychiatric  institutions;  the  lack  of  comprehensive  ambulatory 

I facilities;  the  lack  of  geriatric  facilities  and  services;  environmental 
emergencies;  the  high  cost  of  health  care;  and  others. 

Levine  stated  that  " the  greatest  reason  for  rejecting  and  dissapproving 
the  HSA  grant  application  to  be  submitted  to  HEW,  was  the  failure  to 
identify  and  incorporate  into  these  HSA  plans,  the  goals,  objectives  and 
activities  needed  to  implement  federal  and  state  laws  and  plans  affecting 
the  handicapped  and  disabled  ". 

He  stated  that  " consumers  have  a right  to  expect  substantial  improve- 
ments and  changes  in  the  health  and  mental  health  care  delivery  systems. 

We  will  take  all  possible  legal,  administrative  and  public  action  necessary 
to  obtain  the  rights  and  benefits  that  health  and  mental  health  care 
providers  are  obligated  to  honor  and  furnish  ". 


Agnes  McClean,  President,  Health  Advocates 

Kathleen  Braille,  President,  Long  Island  Regional  Council, 
Federation  of  Parents  Organizations, 
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Samuel  m.  Levine 

COUNSELLOR  AT  LAW 
3082  CARREL  BOULEVARD 
OCEANSIDE.  NEW  YORK  11572 


October  31,  1977 

TO:  Senator  Edward  Kennedy,  Chairman,  Senate  Committee  on  Healfh 
Re:  HEALTH  PLANNING  AND  THE  HANDICAPPED 

I am  enclosing  a small  sample  of  over  100  pages  of  letters 
and  statements  I have  submitted  to  Secretary  Califano  and  Governor  Carey, 
indicating  the  defects  , improper  actions,  violations  of  law  and  mistakes 
I have  found  in  the  implementation  of  the  new  National  Health  Planning 
and  Resource  Development  Act,  PL  93-641.  These  same  violations  and  mistakes 
are  being  made  in  many  of  the  200  regional  Health  Systems  Agencies  in  the 
nation.  I urge  that  you  adopt  amendments  that  will  correct  these  problems. 

I also  urge  an  investigation  of  my  charges  against  the  N-S  HSA,  particularly 
the  discrimination  of  the  handicapped. 

Some  of  the  changes  I recommend  are  as  follows: 

/•Mandating  a minimum  governing  board  sixty  seats  designated  for 
specific  provider  and  consumer  groups,  including:  senior  citizens,  disabled 
person# (physically,  mentally  6 developmentally)  , welfare  recipients, 
minority  groups,  education,  labor,  management,  clergy,  etc. 

2.  Mandating  the  inclusion  in  the  Health  Systems  Plans  and  the 
Annual  Implementation  Plans,  goals  and  objectives  which  will  implement  all 
health  related  federal  programs  and  legislation,  particularly  the  laws 
affecting  the  handicapped  (Rehabilitation  Act,  Developmentally  Disabled 
Act,  Education  for  all  Handicapped  Children  Act,  Community  Mental  Health 
Centers  Act) . 

3.  Mandating  consumer  majority  control  and  vote  on  all  governing 

board  and  committee  meetings  and  actions;  and  standards  of  public  participat- 
ion. 4.  Mandating  minimum  goals  for  results  and  accomplishments,  in 

given  time  frames,  especially  on  national  priorities  such  as  community 
mental  health  systems,  education  for  the  handicapped,  an  end  to  the  discrim.B.. 
ination  of  the  handicapped,  patients  rights,  etc. 

5.  Establishing  a new  Accreditation  and  Monitoring  Commission 
at  the  state  and  federal  level  to  replace  AMA  and  AHA  controlled  Joint 
Commission  on  Accreditation  of  Hospitals. 

There  are  other  recommendations  that  I have,  which  I would  like 
to  present  to  your  committee  in  oral  testimony  personally,  at  a hearing 
or  committee  meeting.  ._ 


SML:L 


I would  appreciate  hearing  from  you  on  these  matters. 
Respectfully, 
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Health  Advocates,  Inc. 

2175  Wantagh  Avenue  / Wantagh,  N.  Y.  11793  / (516)  781-1500 


PRESS  RELEASE  for  March  16,  1978 

Re:  GRANT  APPLICATIONS  BY  HEALTH  SYST  EMS  AGENCIES 

The  Health  Advocates  organization,  jointly  with  the  Long  Island  Regional 
Council  of  the  Federation  of  Parents  Organizations  for  the  State  Mental 
Institutions,  made  up  of  parents  and  relatives  of  persons  with  handicapping 
conditions,  has  begun  a campaign  to  challenge  the  permanent  and  full 
designation  of  the  Nassau-Suffolk  Health  Systems  Agency  (HSA) . The  Wantagh 
based  group  today  stated  that  they  support  the  conclusions  and  objections 
which  their  counsel,  Samuel  M.  Levine,  an  Oceanside  attorney  , presented 
to  the  HSA  governing  board  on  March  9,  1978  (see  statement  attached). 

The  following  is  a summary  of  some  of  the  objections  Levine  set  forth 
in  his  letter  to  Secretary  Joseph  Califano,  U.S.  Department  of  Health, 
Education  and  Welfare  and  Governor  Hugh  Carey:  wasteful  and  extravagant 

expenditures  ($1.3  Million  for  78-79)  for  salaries,  supplies,  rentals, 
travel;  the  lack  of  qualified,  experienced  planners;  a small  , unrepres- 
entative governing  board;  political  "matching  games"  in  an  illegal  election 
process  for  board  membership;  poor  public  participation  and  involvement  or 
support  for  its  plans;  thirteen  years  of  failures  by  HSA  and  its  predecessor, 
producing  "snow  storms  of  paper"  , but  accomplishing  little  in  terms  of 
substantial  and  important  changes  and  improvements  in  the  health  and  mental 
health  systems;  a poor  work  program  which  does  not  accomplish  many  changes 
and  actions,  except  to  assess,  study  and  review  existing  programs  and  gather 
more  data;  failure  to  solve  the  crisis  issues  facing  the  region  , such  as 
the  nursing  home  bed  shortage,  the  dumping  of  patients  into  and  out  of 
state  psychiatric  institutions;  the  lack  of  comprehensive  ambulatory 
facilities;  the  lack  of  geriatric  facilities  and  services;  environmental 
emergencies;  the  high  cost  of  health  care;  and  others. 

Levine  stated  that  " the  greatest  reason  for  rejecting  and  dissapproving 
the  HSA  grant  application  to  be  submitted  to  HEW,  was  the  failure  to 
identify  and  incorporate  into  these  HSA  plans,  the  goals,  objectives  and 
activities  needed  to  implement  federal  and  state  laws  and  plans  affecting 
the  handicapped  and  disabled  ". 

He  stated  that  " consumers  have  a right  to  expect  substantial  improve- 
ments and  changes  in  the  health  and  mental  health  care  delivery  systems. 

We  will  take  all  possible  legal,  administrative  and  public  action  necessary 
to  obtain  the  rights  and  benefits  that  health  and  mental  health  care 
providers  are  obligated  to  honor  and  furnish  ". 


Agnes  McClean,  President,  Health  Advocates 

Kathleen  Braille,  President,  Long  Island  Regional  Council, 
Federation  of  Parents  Organizations, 
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Samuel.  M.  Levine 

COUNSELLOR  AT  LAW 
3802  CARREL  BOULEVARD 
OCEANSIDE.  NEW  YORK  I 1572 


November  1,  1970 


Hon.  Jimmy  Carter 
President  of  the  United  States 
White  House 
Washington,  DC 


RE:  HEALTH  PLANNING  IN  NEW  YORK  STATE  AND  ITS  HEALTH  SYSTEMS 

AGENCY  REGIONS 


Dear  President  Carter: 

I hereby  appeal  to  you  on  behalf  of  the  health  and  mental  health 
care  consumers  of  New  York  State  , to  review  and  correct  the  health 
planning  problems  and  mistakes  that  I previously  brought  to  the  attention 
of  Secretary  Joseph  Califano  at  the  Department  of  Health,  Education  and 
Welfare.  Unfortunately  there  has  been  no  response  to  my  requests  of  June 
9,  1978  (Health  Planning  in  N.Y. State)  or  November  17,  1977  (State  Health 
Coordinating  Council)  from  Secretary  CAlifano  nor  has  any  corrective  action 
been  taken.  Your  efforts  along  with  Mrs.  Carter's  desires  to  improve 
the  health  and  mental  health  care  delivery  system,  to  protect  human  and 
civil  rights  and  contain  the  inflationary,  unconscionable  increases  in 
health  costs,  are  threatened  and  damaged  by  the  failure  to  properly 
implement  the  health  planning  law  at  the  state  and  regional  levels. 

Secretary  Califano  has  taken  no  action  to  order  Governor  Carey 
to  reorganize  the  illegally  constituted  State  Health  Coodinating  Council. 

New  York  State's  health  planning  organization  and  operation  is 
a bureaucratic  nightmare.  It  is  a four  headed  monster,  with  two  bodies 
and  sixteen  arms  moving  around, usually  in  an  uncoordinated  manner,  oper- 
ating behind  closed  doors  in  an" ivory  tower"  known  a3  the  Rockefeller 
Plaza  Tower  Building  ( which  is  part  of  a two  billion  dollar  monument 
to  the  waste  of  taxpayers  funds).  Public  and  consumer  input  and  part- 
icipation is  very  poor  and  un-solicited. 

HEW  has  not  taken  any  action  against  the  8 regional  Health  Systems 
Agencies  in  New  York  State,  which  are  also  violating  the  law  and  cong- 
ressional purposes  and  intent.  (See  attached  Health  Advocates  Press 
Release  of  March  l6,  1978). 

I am  very  dissappointed  at t he  failure  of  the  State's  health 
planning  agencies  and  the  regional  HSA's  to  take  effective  and 
successful  action  in  the  implementation  of  the  four  major  federal  laws 
affecting  the  18%  of  the  population  with  a physical,  mental  or  devel- 
opmental disability,  namely: 
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The  Developmental  Disabilities  Act;  The  Education  for  All  Handicapped 
Children  Act,  The  Community  Mental  Health  Centers  Act  and  the  Rehab- 
ilitation Act  and  its  Section  502  on  Architectural  Barriers,  Section 
503  on  Employment  and  Section  501).  on  Discrimination,  The  State  Health 
Action  Plan  and  State  Health  Plan  outline  failed  to  identify  the 
implementation  of  these  laws  and  programs  as  priority  matters  for 
state  action.  The  record  of  N.Y.  State  in  the  implementation  of  these 
laws  is  poor  Indeed.  I also  believe  that  N.Y.  State  has  failed  to  obtain 
millions  of  dollars  of  federal  funds  that  are  available  under  a myriad  of 
federal  laws  and  programs  relating  to  the  improvement  of  health  and 
mental  health  facilities  and  services. 

The  mental  health  system  has  been  deteriorating  , particularly 
for  the  lj.0,000  in-patients  in  the  state's  mental  and  developmental  centers. 
Parents  and  consumer  groups  have  been  forced  to  institute  many  court 
actions  for  damages  or  injunctive  relief  or  protection  of  civil  rights. 
These  court  actions  are  a result  of  wrongful  deaths,  poor  quality  of 
care  and  treatment,  mistreatment  and  abuse  of  patients,  shortage  of 
staff,  poor  facility  conditions,  poor  supervision,  administrative  defic- 
iencies, violations  of  federal  and  professional  regulations,  laws  and 
standards,  refusal  to  discharge  patients  and  other  violations  of  the 
rights  of  patients.  Thus  the  taxpayers  of  this  state  are  forced  to  pay 
for  a one  billion  dollar  mental  hygiene  system  that  is  wasteful  of  the 
health,  welfare  and  in  many  cases,  the  lives  of  disabled  people,  as 
well  as  tax  funds. 

Court  action's  are  now  pending  on  many  wrongful  deaths  of  patients; 
conditions  and  treatment  of  patients  at  Creedraore  and  Hoch-N.E. Nassau 
Psychiatric  Centers,  Willowbrook  and  Suffolk  Developmental  Centers; 
private  damage  actions  (eg.  Bartlett  v.  State,  a $175,000  award); 
class  actions  for  violations  of  civil  rights  (Project  Release  v.  Prevost); 
and  others  too  numerous  to  mention. 

HEW  is  also  engaged  in  a survey  and  investigation  of  these 
charges  and  complaints  brought  by  parent  groups  and  myself  at  Pilgrim, 
Hoch-N.E. Nassau,  Creedmore,  Bronx  and  Manhattan  Psychiatric  Centers. 

New  York  State  is  also  violating  the  Health  Planning  Law  by 
allowing  providers  to  dominate  and  control  the  state  and  regional  health 
planning  agencies  and  process.  Pew  consumer  representatives  of  the 
poor,  the  aged  and  the  physically,  mentally  and  developmentally  disabled 
are  involved.  Rights  of  health  care  consumers,  rehabilitation  and 
acute  psychiatric  services,  among  others,  are  victims  of  the  state  health 
planners  omissions. 


I therefore  urge  that  you  direct  the  White  House  health  staff  to 
look  into  these  complaints  about  HEW  and  New  York  State's  health  planning 
and  mental  health  problems  and  mistakes.  I would  be  pleased  to  mefct 
with  them  personally.  Please  advise  what  action  will  be  taken  on  this 
request. 


Respectfully  yours. 


Samuel  M. 
of  Parents 


Levine,  JD  ; Counsel  to 
; League  of  Voters  for  the 


Health  Advocates; 
Handicapped 


Federation 
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Hleafth  Advocates,  Inc. 

2175  Wantagh  Avenue  / Wantagh,  N.  Y.  11793  / (516)  781-1500 


PRESS  RELEASE  for  March  16,  1978 

Re:  GRANT  APPLICATIONS  BY  HEALTH  SYST  EMS  AGENCIES 


The  Health  Advocates  organization,  jointly  with  the  Long  Island  Regional 
Council  of  the  Federation  of  Parents  Organizations  for  the  State  Mental 
Institutions,  made  up  of  parents  and  relatives  of  persons  with  handicapping 
conditions,  has  begun  a campaign  to  challenge  the  permanent  and  full 
designation  of  the  Nassau-Suffolk  Health  Systems  Agency  (HSA) . The  Wantagh 
based  group  today  stated  that  they  support  the  conclusions  and  objections 
which  their  counsel,  Samuel  M.  Levine,  an  Oceanside  attorney  , presented 
to  the  HSA  governing  board  on  March  9,  1978  (see  statement  attached). 

The  following  is  a summary  of  some  of  the  objections  Levine  set  forth 
in  his  letter  to  Secretary  Joseph  Califano,-  U.S.  Department  of  Health, 
Education  and  Welfare  and  Governor  Hugh  Carey:  wasteful  and  extravagant' 

expenditures  ($1.3  Million  for  78-79)  for  salaries,  supplies,  rentals, 
travel;  the  lack  of  qualified,  experienced  planners;  a small  , unrepres- 
entative governing  board;  political  "matching  games"  in  an  illegal  election 
process  for  board  membership;  poor  public  participation  and  involvement  or 
support  for  its  plans;  thirteen  years  of  failures  by  HSA  and  its  predecesso: 
producing  "snow  storms  of  paper"  , but  accomplishing  little  in  terms  of 
substantial  and  important  changes  and  improvements  in  the  health  and  mental 
health  systems;  a poor  work  program  which  does  not  accomplish  many  changes 
and  actions,  except  to  assess,  study  and  review  existing  programs  and  gather 
more  data;  failure  to  solve  the  crisis  issues  facing  the  region  , such  as 
the  nursing  home  bed  shortage,  the  dumping  of  patients  into  and  out  of 
state  psychiatric  institutions;  the  lack  of  comprehensive  ambulatory 
facilities;  the  lack  of  geriatric  facilities  and  services;  environmental 
emergencies;  the  high  cost  of  health  care;  and  others. 

Levine  stated  that  " the  greatest  reason  for  rejecting  and  dissapproving 
the  HSA  grant  application  to  be  submitted  to  HEW,  was  the  failure  to 
identify  and  incorporate . into  these  HSA  plans,  the  goals,  objectives  and 
activities  needed  to  implement  federal  and  state  laws  and  plans  affecting 
the  handicapped  and  disabled 


He  stated  that  " consumers  have  a right  to  expect  substantial 
ments  and  changes  in  the  health  and  mental  health  care  delivery 
We  will  take  all  possible  legal,  administrative  and  public  action 
to  obtain  the  rights  and  benefits  that  health  and  mental  health 
providers  are  obligated  to  honor  and  furnish  ". 


improve- 
systems.-  • 
necessary 
care 


Agnes  McClean,  President,  Health  Advocates 

Kathleen  Braille,  President,  Long  Island  Regional  Council, 
Federation  of  Parents  Organizations, 
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July  2b,  IV YO 

To:  Members  of  Congress  and  State  Legislatures 
To:  Hon.  Joseph  A.  Califano,  Secretary  of  Health,  ; 

To:  State  Health  Planning  & Development  Agencies 
To:  Local  Health  Planning  Agencies 

Re  : HEALTH  COST  RESOLUTION  # 13 

I offer  the  following  Resolution  #13  for  your  approval  and 
implementation  by  all  national,  state  and  local  health,  mental  health 
regulatory,  supervisory  and  planning  agencies. 

WHEREAS,  the  skyrocketing  costs  of  health  and  mental  health  care, 

treatment  and  services  has  imposed  a crushing  burden  and  hardship  on 

health  care  consumers  and  taxpayers;  and  there  is  a need  for  action  to 

limit  and  reduce  these  costs;  now  therefore  be  it  RESOLVED: 

1.  That  the  Congress,  State  and  Local  Legislatures  and  Chief 
Executives  take  emergency  action  to  approve  plans  and  laws  that  establish 
effective  health  cost  limits  on  health  care  expenditures,  fees,  health 
insurance  rates  and  re-imbursements ; 

2.  That  HEALTH  COST  REVIEW  COMMITTEES  be  established  in  all 
health  planning  regions,  with  a majority  of  consumers,  including  the 
poor,  the  aged,  the  handicapped,  labor  and  management  or  their  represent- 
atives, to  carefully  and  expeditiously  review  these  health  care  expend- 
itures, fees,  rates  and  reimbursements,  with  a view  toward  limiting 
increases  and  if  possible,  reducing  these  costs,  while  maintaining 

and  improving  the  quality  of  health  and  mental  health  care,  treatment 
and  services. 

3.  That  Congress  enact  as  soon  as  possible,  a bill  mandating 

a national  health  plan  and  insurance  plan,  which  will  improve  the  health 
and  mental  health  care  delivery  system  to  the  point  that  all  Americans 

will  be  afforded  high  quality,  cost  effective,  comprehensive  health 

and  mental  health  services  and  facilities  regardless  of  their  station 

in  life  or  ability  to  pay. 

Respectfully  submitted, 

Samuel  M.  Levine,  JD,  Counsel  to  N.Y. State  Houncil  of  Organizations 
i for  the  Handicapped,  Health  Advocates,  Federation  of  Parents; 

Member,  Health  Systems  Agency,  Nassau  County  Council 


Samuel.  M.  Levine 

COUNSELLOR  AT  LAW 
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Samuel  M.  Levine 

COUNSELLOR  AT  LAW 
3662  CARREL  BOULEVARD 


June  9,  1978 

TO:  Hon.  Joseph  A.  Califano,  Jr. , Secretary,  Health,  Education  & Welfare 

Department,  USA 

TO:  Dr.  Henry  A.  Foley,  Administrator,  Health  Resources  Administration 


RE:  HEALTH  PLANNING  IN  NEW  YORK  STATE  AND  THE  NASSAU-SUFFOLK  HSA 

This  Is  an  appeal  to  you  to  correct  the  improper  and  illegal 
actions  taken  by  the  New  fork  State  Health  Planning  dnd  Development 
Agency,  the  State  Health  Coordinating  Council  and  the  eight  regional 
Health  Systems  Agencies  in  New  York  State,  particularly  the  Nassau- 
Suffolk  HSA. 


I was  pleased  to  learn  that  a reorganization  Is  taking  place 
in  Washington  in  the  Bdreau  of  Health  Planning  and  Resource  Develop- 
ment. I hope  that  a similar  reorganization  of  personnel  and  function- 
ing, takes  place  in  the  New  York  region. 

I request  a review  of  over  100  pages  of  complaints  and  object- 
ions previously  submitted  , which  were  ignored  or  rubber  stamped 
with  approvals  of  plans  and  grants  involved  in  these  complaints. 
Please  review  , in  particular,  the  three  memos  attached,  dated 
March  9>  1978  (Grant  Application),  August  23,  1977  (Health  Systems 
Plan)  and  November  10,  1977  (Annual  Implementation  Plan). 


I urge  that  you  direct  Governor  Carey  to  reorganize  the  State 
Health  Coordinating  Council  to  remedy  the  objections  I have  made 
in  the  memo  of  Hoveraber  17,  1977  (copy  attached).  The  SHCC  is 
dominated  and  controlled  by  Dr.  Kevin  Cahill  and  his  hand  picked 
appointees  from  the  medical  profession,  the  health  provider  and  other 
interests,  who  do  not  represent  the  broad  spectrum  of  consumer  or 
provider  interests,  particularly  the  poor,  the  aged  and  the  physically, 
mentally  and  developmentally  disabled.  Their  planning  efforts  to  date 
are  extremely  poor,  as  is  their  public  participation  policies  and  actions. 


I would  like  a hearing  on  my  charges  that  the  elections  held 
by  the  Nassau-Suffolk  HSA  In  1977  and  on  June  8,  1978  were  illegal. 
Also, on  my  charges  that  the  poor,  the  aged  and  the  disabled  consumers 
are  not  properly  represented  on  their  governing  hoard.  I will  prove 
that  eight  out  of  the  sixteen  so-called  consumers,  on  the  governing 
board,  including  four  "consumers"  elected  on  June  8,  1978,  are  actually 
providers.  Thi3  hearing  should  take  place  in  New  York  clty  or  Long 
Island  and  be  presided  over  by  a high  level  official  in  the  Office* of 
the  Secretary  or  the  Health  Resources  Administrator.  The  New  York 
regional  health  planning  staff  can  not  objectively  or  properly 
determine  the  issues  raised  in  these  memos  and^^rrespq^dence. 

Respectfully, 

Samuel  M.  Levine,  JD;  Counsel  to  Health  Advocates,  L. I. Regional 
Council,  Federation  of  Parents : Treasurer,  N.Y. State  Council  of 
Organizations  for  the  Handicapped 
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Samuel  M.  ^e^ine 


July  25,  1978 

To:  Hon.  Joseph  A.  Califano,  Secretary  of  Hedlth,  Education  & Welfare 

To:  Dr.  Henry  A.  Foley,  Administrator,  Health  Resourses  Administration 

Re:  COMPLAINT  AND  CHARGES  AGAINST  THE  NASSAU-SUFFOLK  HEALTH  SYSTEMS 

AGENCY 

This  letter  is  a supplement  to  the  letter  of  June  9,  1978, 
tc  add  to  the  objections,  charges  and  complaints  contained  therein, 
for  V.'hich  a hearing  has  been  requested. 

1.  GOVERNING  BOARD:  No  consumer  members  who  are  welfare  recip- 

ients or  with  poverty  level  incomes;  no  consumer  members  who  are  physic- 
ally or  mentally  or  developnontally  disabled  or  their  parents  or  ident- 
ifiable advocates  or  representatives  of  major  county  or  regional  consumer 
groups  for  the  disabled;  no  representatives  of  major  county  or  regional 
senior  citizen  consumer  groups  (except  on  Suffolk  attorney  designated 

a County  Executive  appointee);  no  consumer  representative  of  labor 
organizations.  The  health  politicians  who  control  the  governing  board 
and  election  process,  saw  to  it  that  Robert  Moss,  representing  the  para- 
plegic veterans,  was  eliminated  from  the  board,  by  refusing  to  re-nominate 
him  for  a new  term,  because  of  his  advocacy  on  patient  rights. 

2.  STAFF:  No  staff  member  with  a high  level  and  extent  of  knowled. 

professional  qualifications,  expertise  and  experience  in  the  planning, 
developement  and  administration  of  large,  sophisticated  facilities  and 
service  systems  for  acute,  ambulatory,  long  term,  environmental,  rehab- 
ilitation and  mental  health  care  and  treatment. 

3.  COST  CONTAINMENT:  Very  poor  efforts  in  determining  ways  and 

means  of  containing  health  care  costs  or  in  reducing  the  extremely  high 
cost  of  health  and  mental  health  care  and  treatment  in  the  region. 

No  review  of  hospital  costs  , medical  fees,  administrative  v.aste,  etc. 

4.  FEDERAL  LAWS:  Very  poor  attempt  to  incorporate  into  plans  and 

carry  out  implementation  activities  needed  to  obtain  .compliance  by  health 
care  providers,  of  the  many  federal  lews,  regulations,  guldelin.es  and 
state  plans  relating  to  the  problems  and  needs  of  the  handicapped, 
particularly.  The  Developmental  Disabilities  Act,  the  Rehabilitation  Act, 
the  Education  for  Handicapped  Children  Act,  and  the  Community  Mental 
Health  Centers  Act. 

5.  HEALTH  POLITICS  AND  PROVIDER  CONTROL:  Allowing  providers  to 

dominate  and  control  governing  board  and  committee  meetings,  plans  and 
decisions.  Allowing  health  politicians  who  traditionally  controlled  the 
health  planning  system  in  the  past,  to  continue  their  undue  Influence  and 
behind  the  scenes  contects,  which  lead  to  policy  end  action  decisions 
protecting  their  Interests  (eg:  Long  Island  Jewish  - Childrens  Medical 
Center  proposal),, 


6.  CRISIS  ISSUES:  Failing  to  solve  the  crisis  Issues  facing 

the  region  of  take  effective  action  to  arrive  at  solutions  to  the 
nursing  home  bed  shortage,  the  dumping  of  patients  into  and  out  of 
state  psychiatric  institutions  , the  lack  of  comprehensive  ambulatory 
health  facilities,  the  lack  of  geriatric  facilities  and  services, 
environmental  emergencies,  the  high  cost  of  health  care;  and  others. 

7.  PUBLIC  PARTICIPATION:  Failing  to  obtain  representation  and 

participation  of  major  consumer  groups  affected  by  applications  under 
review  or  plans  and  ■ action  items  at  hearings  and  committee  meetings. 
Gag  rules  that  unfairly  limit  public  input  and  participation. 

8.  OTHER  CHARGES:  Set  forth  in  previous  letters  from  me  or 

Federetion  of  Parents  and  other  organizations  relating  to  the  operations 

i-Suffolk  Health  Systems  Agency. 


and  activities  of  the  Hass 


9-  I hope  the  hearing  on  the 
as  possible. 


Respectfully, 


charges  will  be  held  as  soon 


>;  rounfi 
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Samuel.  M.  Levine 

COUNSELLOR  AT  LAW 
3082  CARREL  BOULEVARD 
OCEANSIDE.  NEW  YORK  11072 


March  9,  1978 

TO:  Governor  Hugh  Carey,  State  Health  Planning  Commission,  State  Health 

and  Coordinating  Coucil 

Hon.  Joseph  A.  Califano,  Secretary  of  Health  , Education  5 Welfare 

From:  Samuel  M.  Levine,  JD,  Member,  Board  of  Visitors,  Pilgrim  Psychiatric  I 

Center;  Treasurer  , N.Y. State  Council  of  Organizations  for  the 
Handicapped;  Counsel  to  League  of  Voters  for  the  Handicapped, 

Health  Advocates,  Federation  of  Parents;  Member,  Nassau-Suffolk 
Health  Systems  Agency,  Nassau  County  Council 

RE:  GRANT  APPLICATIONS  BY  HEALTH  SYSTEMS  AGENCIES 

It  is  recommended  that  you  dissapprove  the  grant  applications  for 
full  designation  of  the  Health  Systems  Agencies  in  N.Y.  State,  as  well  as 
their  Health  Systems  Plans  and  Annual  Implementation  Plans.  This  conclusion 
is  based  on  our  close  involvement  in  the  work  of  the  Nassau-Suffolk 
Health  Systems  Agency  , a review  of  their  HSP  AND  AIP  AND  GRANT  APPLICATION,  • 
as  well  as  a review  of  the  SHCC  staff  reports  of  four  applications  approved 
by  the  SHCC  on  March  7,  my  review  of  the  Western  N.Y.  HSA  plans  and 
comments  from  people  in  the  state  regarding  the  operations  and  work  of  the 
other  HSA's.  My  review  of  the  N-S  HSA  plans  dated  Aug.  23,  1977  and 
November  10,  1977,  previously  submitted  to  you,  should  be  considered  also. 

The  following  comments  relate  specifically  to  the  Nassau-Suffolk  grant 
application,  but  they  are  applicable  to  the  other  HSA  applications. 

BUDGET  AND  STAFF:  I am  shocked  and  dismayed  at  the  wasteful  and 

extravagant  expenditure  of  taxpayers  funds,  set  forth  in  their  budget. 

The  approval  of  these  budgets  might  conceivably  result  in  taxpayers  actions 
against  governing  board  members  and  bureaucrats  who  approve  these  budgets. 
Salaries  to  an  executive  director  of  $40,000  plus  27%  in  fringe  benefits 
(20%  is  the  norm),  for  a total  of  over  $50,000  seems  excessive,  especially 
in  light  of  the  job  descriptions  and  qualifications  that  may  be  weak  and 
inadequate  to  meet  the  challenges  of  the  job.  An  administrative  monstrosity 
is  established  to  expend  the  $1.3  million  dollars  in  government  funds  allocated 
Equipment  and  furniture  spending  is  uncontrolled  (Eg:  filing  cabinets  at 
$470  each;  4 memory  typewriters  rented  at  $13,000  per  annum;  $25,000  for 
travel;  $33,000  for  phones;  $55,000  for  printing  and  copying) . These  sums 
support  26  professional  staff  people  and  17  support  or  clerical  workers. 

The  staff  structure  is  poor.  It  is  missing  qualified,  experienced  planning 
experts  in  ambulatory  care,  acute  care,  mental  health,  long  term  care, 
rehabilitation,  rights  of  consumers  § patients.  No  separate  departments 
or  staff  divisions  are  established  for  these  func  tional  areas.  Planning 
and  review  responsibilities  are  separated  functions  with  different  " jacks- 
of  all  trades"  serving  as  staff. 
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ORGANIZATION:  No  effort  has  been  made  to  correct  the  mistakes  and 

failures  in  the  creation  and  operation  of  these  HSA's  , as  outlined  in  the 
i|  previous  letters  of  Aug.  23  and  Nov.  10  and  the  many  other  letters  previously 
forwarded  to  you.  Discrimination  of  the  poor,  the  aged  and  the  handicapped 
| consumers,  still  exists.  The  30  person  governing  board  is  very  un-represent  - 
I ative  of  the  various  provider  and  consumer  constituencies  that  exist  in 
j this  bi-county  region  of  2.7  million  people.  The  election  process  is  still 
poorly  carried  out.  A political  matching  game  now  takes  place  in  the 
nominating  process.  The  membership  committee  will  meet  behind  closed 
I doors  to  decide  what  outside  candidates  will  run  against  an  incumbent 
i baord  member  (if  he  or  she  chooses  to  stay  on),  and  will,  at  the  same  time, 

| determine  what  category  of  ; interest  they  decide  will  be  represented 

by  that  particular  seat.  The  governing  board  by  laws,  cleverly  and  intention- 
I ally  failed  to  designate  the  categories  of  interest  for  each  consumer  seat, 
so  that  the  health  politicians  could  play  their  matching  game.  They  use 
a"consumer  at  large"  designation  for  each  seat,  rather  than  a designated 
constituency  such  as  the  mentally  disabled,  the  poor,  senior  citizens,  etc. 

It  is  interesting  to  note  that  the  "window  dressing'*  sub  area  county  councils 
have  designated  categories  of  interest  for  each  consumer  and  provider  seat. 
Thus,  the  poor,  the  aged,  the  physicallyand  mentally  handicapped,  labor, 
etc. , all  have  identifiable  seats  on  the  county  council,  but  not  on  the 
governing  board.  County  Council  replacements  must  be  made  within  the  same 
| category  of  interest.  On  the  other  hand,  governing  board  members  do  not 
know  what  seat  they  hold  and  for  what  category  of  interest.  When  it  suits 
their  purpose,  and  in  order  to  deprive  certain  candidates  and  interest* of 
a seat  on  the  board,  they  will  fill  a vacancy  by  announcing  that  the 
replacement  was  selected  to  give  representation  to  a certain  group  of 
people  (eg:  the  minorities  from  the  east  end  of  Suffolk)  and  they  will 
reject  another  interest  group  (eg:  the  mentally  disabled  from  Suffolk). 

PUBLIC  PARTICIPATION:  Consumer  control  of  the  regional  HSA's 

(including  Nassau-Suf folk) , is  a myth  and  a public  relations  fabrication. 

The  providers  and  special  interest  health  politicians  control  the  governing 
boards,  committees,  the  activities  and  decisions  of  these  health  planning 
bodies.  The  N-S  HSA  is  a prime  example  of  ;this  situation.  A review  of 
their  attendance  records  and  minutes  will  prove  this  point. 

Federal  and  state  bureaucrats  overlook  these  and  other  violations  of 
the  law  and  improper  practices,  poor  planning  activities  and  actions. 

Public  outreach  efforts  have  been  innef fective.  The  so  called  public  hearings 
on  the  AIP  and  Grant  Application  resulted  in  few  appearances  and  little 
public  comment.  Public  support  for  the  HSP,  the  AIP  and  the  grant 
application,  is  very  poor.  No  endorsements  are  attached  or  were  received 
from  local  governmental  bodies,  consumer,  civic,  fraternal,  religious  , 
or  professional  associations.  Most  of  them  are  not  even  aware  of  the 
existence  of  the  HSP,  THE  AIP  or  the  grant  application.  Many  important 
meetings  are  held  during  the  day  to  prevent  working  consumers  from  attending. 

PROGRESS  AND  WORK  PROGRAM:  The  aforementioned  letters  outline  many 

deficiencies  in  the  HSP,  the  AIP  and  the  grant  application.  For  13  years, 
the  federally  funded  planning  bodies  (Comprehensive  Health  Planning  Councils, 
the  Regional  Medical  Plans  and  now  the  Health  Systems  Agencies) , have 
deliberated,  spent  millions  of  taxpayers  dollars  and  produced  snow  storms 
of  paper,  but  accomplished  little  in  terms  of  substantial  and  important 
changes  and  improvements  in  the  health  and  mental  health  care  delivery 
system.  The  work  programs  set  forth  in  the  grant  applications  are  designed 
to  produce  more  blizzards  of  paper  (1.3  million  dollars  worth  in  Nassau- 
Suffolk),  but  very  little  in  specific  results,  changes  and  improvements 
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in  the  health  and  mental  health  systems.  Throughout  the  work  programs, 
we  see  the  words  --  "assessment",  "study",  "review",  "data  gathering", 

"revise  plans",  etc.  Technical  assistance  is  to  be  provided,  but  by 
whom?  Staff  expertise  and  experience  in  the  planning  and  development 
and  administration  of  health  and  mental  health  related  facilities  (including 
hospitals,  nursing  homes,  clinics,  etc,),  is  questionable. 

No  appropriate  plans  have  been  devised  in  the  past  two  years  of  HSA 
life,  to  meet  and  resolve  the  crisis  issues  that  exist  in  our  region, 
including  --  nursing  home  bed  shortages;  acute  psychiatric  bed  shortage; 
the  quality  of  care  and  treatment  and  the  incarceration  of  patients  in 
State  Psychiatric  and  Developmental  Centers;  the  poor  system  of  emergency 
care  for  psychiatric  patients;  the  dumping  of  patients  from  general 
hospitals  to  state  institutions;  the  dumping  of  discharged  patients  into 
impacted  communities  like  Long  Beach  and  Bayshore,  without  proper  after 
care  facilities  and  services;  the  lack  of  comprehensive  ambulatory  care 
facilities',  the  lack  of  geriatric  facilities  and  services;  environmental 
emergencies,'  the  high  cost  of  health  care  ; and  others. 

Perhaps  the  greatest  reason  for  rejecting  and  disapproving  these 
grant  applications,  is  the  failure  to  identify  and  incorporate  into  these 
plans,  the  goals,  objectives  and  activities  needed  to  implement  federal  and 
state  laws  and  plans  affecting  the  handicapped  or  disabled.  They  include, 
the  Developmental  Disabilities  Act,  the  Education  for  all  Handicapped 
Childen  Act,  the  Community  Mental  Health  Centers  Act  and  the  Rehabilitation 
Act,  including  its  Section  504,  which  prevents  the  discrimination  of  the 
handicapped.  The  lack  of  recognition  and  protection  of  the  rights  of 
consumers  or  patients,  is  another  fatal  defect  in  these  plans  and  grant 
applications.  A very  poor  attempt  has  been  made  to  incorporate  and  integrate 
state  and  local  Health  Department  and  Mental  Health  Department  plans  and 
responsibilities  into  these  HSA  plans. 

I must  inject  an  objection  which,  in  the  past  few  months  has  become 
a source  of  personal  concern  to  me,  my  family  and  the  family  of  my  good 
friend  Morton  Posner.  I must  object  to  the  inadequate  treatment  given  to 
the  problems  of  patients  afflicted  with  cancer.  Even  the  limited  attempt 
by  the  Nassau-Suffolk  HSP  fj  AIP  to  deal  with  this  subject,  falls  far  short 
of  the  mark.  I will  shortly  make  some  comprehensive  recommendations  to 
add  to  these  plans,  in  order  to  deal  with  the  cancer  problems  that  have 
become  a major  issue  throughout  the  country. 

I am  still  waiting  for  some  response  and  action  from  the  SHCC  and  its 
committees  regarding  the  previous  ideas  and  objections  previously  forwarded 
to  them.  It  is  regrettable  that  they  approved  four  HSA  grant  applications 
without  questioning  or  challenging  the  deficiencies  and  mistakes  outlined. 

We  consumer  advocates  will  insist  on  high  standards  of  performance 
and  results  by  these  HSA’s  , the  State  planning  bodies,  the  federal,  state 
and  local  agencies  and  private  health  providers.  We  have  a right  to  expect 
substantial  improvements  and  changes  in  the  health  and  mental  health  care 
delivery  system.  We  will  take  all  possible  legal,  administrative  and 
public  action  necessary  to  obtain  the  rights  and  benefits  that  health 
and  mental  health  care  providers  are  obligated  to  honor  and  furnish. 


Respectfully  submitted. 
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Health  Advocates,  Inc. 

2175  Wantagh  Avenue  / Wanlagh,  N.  Y.  11793  / (516)  781-1500 


November  10,  1977 

TO:  Secretary  Joseph  Sellfano,  U.S,  Dept,  of  Health,  Education  & Welfare 

TO:  N.Y.  State  Health  Coordinating  Council  and  Planning  Commlseion 

Re:  MENTAL  HEALTH  PLANNING  and  the  ANNUHL  IMPLEMENTATION  PLAN  OF  THE 

NASSAU  SUFFOLK  HEALTH  SYSTEMS  AGENCY 

offer  the  following  Information  with  regard  to  the  mistakes  and 
Improper  actions  taken  by  this  HSA  In  the  development  of  its  AIP.  It  Is 
further  evidence  to  deny  permanent  designation  and  reject  its  HSP  & AIP. 

1.  The  staff  and  a small  provider  working  group  (with  no  consumers), 
selected  only  lip  HSP  objectives  for  the  AIP,  out  of  over  51  HSP  objectives 
or  sub-goals  and  13  recommended  long  range  actions.  They  included  l6 
short  range  actions  under  the  lip  objectives.  Mental  Health  consumers  and 
advocates  in  this  region,  want  all  goals,  objectives  and  long  range  actions 
In  the  HSP,  considered  and  acted  upon  and  not  ignored.  We  also  believe  that 
the  HSP  is  also  deficient  and  omits  many  goals.  (See  my  August  13,  letter). 

2.  There  are  far  greater  crisis  issues  that  need  immediate  attention, 
that  are  being  ignored  by  the  committee  and  the  HSA.  These  include: 
Conditions  at  Hoch-N.E. Nassau  Psychiatric  Center  (a  state . institution  in 
Suffolk  County  serving  Nassau  County  patients);  the  need  for  acute  psy- 
chiatric beds  in  Nassau  County  and  stopping  the  dumping  of  Nassau  patients 
into  poor  state  institutions  in  Suffolk  County;  the  tragic  consequences 

of  unlawful  and  improper  practices  and  policies  in  admission  or  in  many 
cases,,  re  Jectlon  of  psychiatric  patients  in  general  hospitals,  and  their 
referrals  to  state  institutions;  the  immediate  need  for  treatment 
facilities  and  services  inLong  Beach,  Bayshore  and  other  communities 
impacted  with  the  mentally  disabled;  the  violations  of  patients  rights 
in  local  general  and  state  hospitals  and  institutions;  , the  lack  of  proper 
care  and  treatment  in  local  and  state  psychiatric  and  mental  health  facilit- 
ies; the  urgent  need  now  for  large  numers  of  community  residential  facil- 
ities and  beds;  and  others. 

3.  They  failed  to  take  any  action  to  review  and  integrate  the  1978 
Nassau  and  Suffolk  Counties  mental  health  plans  into  the  AIP;  or  to  review 
and  integrate  the  regional  plans  of  the  State  DMH  Director  (especially 
the  Plan  for  Children  and  Adolescent  Services);  thus  perpetuating  the 
four  planning  and  delivery  systems  that  exist  in  this  region. 

4.  They  are  continuing  to  ignore  the  need  for  implementing  the 
major  federal  laws  affecting  the  disabled,  namely;  the  Developmental 
Disabilities  Act;  the  Rehabilitation  Act;  the  Education  for  all  Handicapped 
Children  Act;  the  Community  Mental  Health  Centers  Act. 


45-450  0-79-34 
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5.  They  have  not  resolved  the  question  of  the  HSA's  role  In 
Mental  Health  planning  or  the  coordination  of  planning  with  County, 

State  and  private  planners. 

6.  They  refuse  to  establish  planning  sub-committees  for  each  County 
and  develop  a separate  AIP  for  each  county,  thus  violating  Home  Rule 
principles. 

7.  They  are  utilizing  staff  which  does  not  meet  the  need  for  having 
one  exceptionally  qualified,  broadly  experienced,  top  level,  well  paid 
director  for  mental  health  planning  and  review  and  development,  who  can 
provide  the  staff  leadership  In  a coordinated,  one  system  approach  to 
mental  health  planning. 

8.  The  Chairman  of  the  Mental  Health  Task  Force  has  arbitrarily 
and  unreasonably  ruled  consumers  out  of  order  or  curtailed  their  input 
or  refused  to  have  our  concerns  attended  to. 

9.  The  October  6,  1977  meeting  did  not  have  a quorum  present, 
since  only  5 members,  mostly  providers,  were  present. 

10.  The  committee,  controlled  by  providers,  is  limiting  consumer 
input  by  meeting  during  the  day  so  that  working  consumers  can  not  attend; 
and  merely  reacting  to  planning  papers  and  drafts  developed  by  staff  and 

a small  working  group  or  sub-committee  of  1;  providers  and  no  consumers. 

12.  Their  draft  AIP  and  Its  timetable  does  not  have  the  support  of 
the  parents  and  relatives  of  patients  and  other  interested  consumers, 
who  are  disappointed  at  the  HSA  actions  to  date. 

Re:  AMBULATORY  CARE  PLANNING 

I am  shocked  and  dismayed  at  the  way  the  Ambulatory  Care  Planning 
Task  Forces  have  been  operating  and  the  decisions  and  priorities  they 
have  agreed  to,  for  the  AIP.  The  Nassau  and  Suffolk  committees  are 
operating  with  a small  handful  of  5 members,  with  a provider  majority. 

AIP  decisions  have  been  made  without  the  input  of  consumer  representatives 
of  the  poor,  the  aged  or  the  handicapped.  The  Nassau  meetings  have  been 
held  on  the  North  Shore,  which  violates  the  "centrally  located"  rule. 

Their  priorities  fail  to  establish  an  urgency  about  the  immediate 
need  for  developing  comprehensive  ambulatory  care  facilities  and  services 
for  thousands  of  poor,  aged  and  handicapped  who  are  -right  now-  vegetating, 
regressing  and  dieing  in  their  homes  or  slum  dwellings,  because  of  the 
unavailability  of  accessible,  quality  care  and  treatment. 

They  rejected  my  attempts  to  establish  immediate  planning  action, 
in  the  form  ofalocal  planning  council  in  one  target  area  (Long  Beach), 
as  a first  step  in  serving  these  unfortunate  consumers. 

They  established  a priority  of  gathering  more  data  and  statistics, 
despite  the  fact  that  millions  of  dollars  of  consumer- taxpayer  money 
was  spent  in  previous  years  gathering  such  data  and  statistics. 


525 


I object  to  the  fact  that  staff  is  deciding  the  priorities,  which 
are  being  reacted  to  and  rubber  stamped  by  a handful  of  providers  who 
control  these  committees,  thus  controlling  the  health  planning  mechanism 
for  2.6  million  people. 


These  committees  should  be  required  to  make  on  site  visits  and 
hold  meetings  at  the  facilities  for  which  they  are  developing  plans; 
that  every  effort  be  made  to  obtain  representation  and  input  from 
consumers  representing  all  special  constituencies;  that  meetings  be 
held  in  the  evening  at  centrally  located  places;  and  priority  attention 
be  given  to  crisis  Issues  that  exist. 

RE:  LONG  TERM  CARE 

The  Long  Term  Care  Committee  efforts  to  establish  their  AIR,  also 
gives  me  cause  for  concern.  At  their  meeting  on  October  18,  1977,  I 
detected  no  sense  of  urgency  or  planning  effort  about  the  emergencies 
and  crisis  issues  that  we  face  in  our  nursing  homes;  the  terrible 
conditions  in  our  Psychiatric  Centers;  the  failure  to  provide  decent 
residential  and  health  facilities  for  our  elderly  in  targe  t areas 
such  as  Bayshore  and  Long  Beach;  the  elderly  patients  languishing  in 
hospitals  instead  of  nursing  homes  or  other  alternative  placements! 
or  the  protection  of  the  rights  of  consumers. 

Hc/u.  t t-i 

I am  sadly  dissappointed  at  the  fact  that  the  U.S.  Dept,  of  Health, 
Education  and  Welfare  and  the  State  Health  Planning  Commission  have  already 
approved  the  Health  Systems  Plan  for  Western  New  York  and  will  undoubtedly 
be"rubber  stamping"  their  approval  of  the  HSP  for  Nassau, Suffolk.  Both  of 
these  HSP's  are  totally  incomplete  and  unnacceptable  so  far  as  the  needs 
and  problems  of  the  physically,  mentally  and  developmentally  disabled  are 
concerned.  Both  plans  fail  to  give  proper  recognition  or  establish  goals  to 
implement  the  monumental  new  federal  and  state  laws,  regulations  and  plans 
affecting  the  disabled  and  handicapped,  including:  Education  for  all  Hand- 

icapped Children  , PL94-124;  the  State  Plan  and  the  State  Education  Law, 
Article  89;  The  Rehabilitation  Act  of  1973,  PL93-112;  The  Developmental 
Disabilities  Act  of  1975,  PL94-103;  The  Community  Mental  Health  Centers  Act, 
PL94-63;  The  Governor's  Annual  Health  Messages  for'75  '76,  §'77.  The  plans 
do  not  have  special  chapters  or  sections  on  the  specific  and  special  needs 
and  problems  of  the  disabled,  as  well  as  the  poor  and  the  aged. 

There  is  no  indication  that  local  legislative  and  executive  branches 
of  government  have  held  hearings,  provided  input  or  approved  or  support 
the  plans.  Likewise,  there  is  no  indication  that  State  regional  directors 
and  offices  and  County  Departments  of  Health  and  Mental  Health  and  their 
advisory  boards,  have  been  involved  in,  helped  develop  and  approve  these 
HSP'S.  On  the  contrary,  the  Long  Island  Regional  Director  of  the  Dept, 
of  Mental  Hygiene  of  the  State,  informs  me  that  he  has  no  intention  of 
preparing  a review  , a critique  or  approval  of  the  plan.  Is  it  possible 
that  these  HSP's  are  to  be  ignored  and  without  legal  standing  so  far  as 
the  mental  health  care  system  and  County  and  State  governments  are  concerned! 
Are  they  to  be  omitted  from  the  County  and  State  mental  health  plans  now 
mandated  by  new  State  legislation? 


Both  plans  fail  to  present  proper  goals  and  objectives  that  would  enabl 
local  HSA's  to  make  any  kinjJ  of  contribution  to  controlling  costs  and 
improving  the  quality  of  care  and  treatment  in  the  health  and  mental  health 
fields.  Your  efforts  to  control  costs  and  improve  the  quality  of  care 
are  doomed  unless  you  force  these  HSA's  to  do  their  job  in  these  two  areas. 
Their  predecessors,  the  Comprehensive  Health  Planning  Councils,  the  Regional 
Medical  Programs  and  the  Health  and  Hospital  Planning  Councils  likewise 
failed  in  the  past  ten  years  in  cost  and  quality  control  and  system  planning 
in  general. 
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Both  plans  are  very  weak  in  dealing  with  the  following  subject  areas: 
rehabilitation;  education;  housing;  environment;  transportation;  manpower 
needs; 


The  Nassau-Suffolk  plan  gives  priority  treatment  to  only  four  problems: 
infant  death,  motor  vehicle  accidents,  cancer  and  heart  problems;  but  not 
to  mental  health  , developmental  disabilities,  the  physically  disabled  or 
the  poor  or  the  aged.  We  will  norapprove  such  a limited  set  of  priorities, 
which  ignore  our  crisis  problems,  especially  the  mentally  disabled  and 
elderly  people  who  have  created  special  problems  in  communities  like 
Long  Beach  and  Bayshore. 

Both  plans  are  extremely  weak  in  failing  to  present  a full  and 
comprehensive  set  of  goals  and  objectives  in  the  areas  of  human  rights  and 
patients  rights.  The  first  draft  of  the  Nassau-Suffolk  plan  did  not  set 
forth  any  goals  and  objectives,  but  merely  included  a short  , totally 
inadequate  paragraph  about  "common  concerns"  in  the  "linkages"  section. 

Thus  it  appears  that  the  recognition,  implementation  and  enforcement  of 
patients  rights  and  human  rights  in  hospitals,  nursing  homes,  mental  instit- 
utions, schools  and  other  health  related  facilities,  will  not  be  properly 
handled  or  planned  for  by  these  HSA's.  Brief  mention  of  the  need  for 
"advocacy  mechanisms"  by  1982,  does  not  satisfy  our  need  for  advocacy 
services  and  protection  to  all  types  of  consumer  groups -now  not  five  years 
from  now.  They  have  failed  to  recognize  the  need  for  new  accreditation 
and  monitoring  mechanisms  to  prevent  fraud,  waste  of  taxpayers  money 
or  to  expose  bad  conditions  in  health  facilities  and  the  poor  quality  and 
level  of  care  and  treatment.  A replacement  must  be  fouid  for  the  inneffect- 
ive.  Joint  Commission  on  Accreditation  of  Hospitals,  now  controlled  by 
the  American  Medical  Association  and  the  American  Hospital  Association. 

They  failed  to  recognize  the  critical  professional  and  clinical 
manpower  needs  that  exist  , especially  in  mental  hospitals  and  ambulatory 
care  facilities. 

In  Acute  Care,  the  Nassau-Suffolk  plan  calls  for  643  new  medical- 
surgical  beds  (now  designated  "pipeline"  beds) , despite  the  fact  that  there 
may  be  an  over  abundance  of  these  beds  now  and  certainly  in  the  future  when 
new  ambulatory  care  and  group  health  facilities  are  established.  We  seem 
to  still  be  following  the  needs  and  dictates  of  hospital  boards  and  staffs, 
rather  than  honestly  establishing  the  changes  needed  in  this  area  and  recog- 
nizing the  realities  of  existing  need,  high  cost  and  wasteful  practices. 

Both  plans  ignore  the  President's  and  the  Governor's  leadership  and  policies 
in  trying  to  reduce  the  cost  of  acute  and  ambulatory  medical  and  health  care. 
There  is  very  limited  and  inadequate  treatment  of  the  health  insurance  field 
and  the  problems  that  exist  in  the  third  party  payment  practices  and  failures. 
They  have  failed  to  establish  a goal  and  policy  whereby  governing  boards  of 
hospitals  and  health  related  facilities  and  agencies  would  be  mandated  to 
include  identifiable  consumer  advocates  and  representatives  of  the  poor 
(including  racial  and  ethnic  minorities),  the  aged  and  the  physically, 
mentally  and  developmentally  disabled. 

The  Ambulatory  Care  plans  do  not  present  solutions  to  the  substantial 
and  critical  needs  that  exist  today  , among  the  general  population  and  the 
exceptiBnal  consumers  of  health  care  (the  poor  , the  aged,  and  disabled). 

They  have  not  mandated  or  planned  for  more  and  better  ambulatory  clinics 
and  facilities  by  existing  hospitals  and  health  facilities.  Emergency  room 
ambulatory  care  will  still  be  a way  of  life.  They  made  a poor  attempt  to 
recognize  and  plan  to  meet  the  problems  and  needs  of  communities  impacted 
with  large  numbers  of  medically  indigent  consumers. 
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They  failed  to  establish  proper  goals  to  involve  the  school s or 
industrial  or  occupational  health  care  systems  in  the  overall  health 
systems  plan. 

In  Long  Term  Care,  thhy  failed  to  recognize  and  plan  to  solve  the 
crisis  that  exists  in  the  shortage  of  skilled  nursing  and  health  related 
j facility  beds;  or  the  scandals  involving  their  ownership  and  operation; 
or  the  waste  of  taxpayers  funds;  or  the  poor  level  and  quality  of  care. 

They  failed  to  include  a goal  calling  for  more  non  profit  organizations 
such  as  churches,  labor  unions,  civic,  veteran  and  service  organizations  to 
operate  and  control  such  facilities  , instead  of  the  profiteers  and 
speculators  now  in  the  business. 

They  failed  to  include  a goal  to  establish  several  comprehensive, 
geriatric  day  care  programs  in  various  parts  of  the  region,  where  needed, 
now!  The  Nassau-Suffolk  plan  merely  calls  for  one  day  care  geriatric 
program  by  1982. 

In  Mental  Health  they  failed  to  include  proper  goals  that  will 
solve  the  critical  problems  that  exist,  as  previously  set  forth  hereinabove. 
These  include  : an  improved  community  service  system;  protection  of 
patients  rights;  improvements  in  the  level  and  quality  of  care,  especially 
institutional  care;  residential  facilities  and  programs;  rehabilitation 
and  employment;  education;  advocacy;  accreditation  and  monitoring.  It  is 
: still  not  clear  whether  we  will  have  three  separate  mental  health  systems 

(state,  county  and  private)  or  one,  as  contemplated  by  new  legislation. 

The  HSP's  certainly  do  not  make  any  contribution  to  resolving  that  conflict. 
No  solutions  are  offerred  to  the  problems  of  financing  the  mental  health 
system  and  relieving  local  governments  of  the  cost  of  transferring  the 
institutional  system  to  a community  service  system.  They  have  not  mandated 
this  transition,  but  merely  made  it  conditional  on  certain  prerequisites. 

1 They  have  failed  to  develop  a plan  which  would  result  in  providing  acute 
and  long  term  psychiatric  care  for  Nassau  County  patients  in  hospitals  and 
facilities  located  in  Nassau  County.  Now  they  are  sent  from  20  to  40  miles 
away  to  State  institutions  in  Suffolk  County.  There  is  poor  recognition 
and  planning  for  the  role  played  by  the  private  mental  health  care  providers 
in  the  overall  mental  health  system  of  care.  They  failed  to  consider  a goal 
of  having  community  hospitals  provide  the  necessary  psychiatric  beds  to 
replace  state  institutional  beds. 

! Their  public  participation  goals  and  policies  are  weak.  They  failed 

to  consider  the  idea  of  creating  a Health  Cost  Review  Board  to  assist  in 
the  cost  control  objectives;  or  to  create  a Health  Care  Quality  Review 
Board  to  assist  in  improving  the  level  and  quality  of  care  in  all  health 
and  mental  health  facilities  and  agencies  .(Consumer  majorities  on  both). 

The  Health  Systems  Plan  in  Nassau-Suffolk  was  developed  under  struct- 
ural and  organizational  defects  and  improper  actions  which  have  been  spelled 
out  in  previous  correspondence.  An  appeal  to  the  Secretary  of  HEW  is  now 
pending  on  these  matters.  A cloud  exists  over  the  entire  HSP,  which  will 
be  approved  and  implemented  by  a small  , elite,  powerful  group  of  30 
people  who  do  not  represent  the  various  constituencies  and  interest  groups 
in  two  counties  with  populations  of  1.4  million  (Nassau)  and  1.3  million 
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MINNESOTA  HEALTH  SYSTEMS  AGENCY  SIX 

208  East  Third  - P.O.  Box  156  - Redwood  Falls,  Minnesota  56283  - Phone:  507-637-3575 

March  27,  1979 


The  Honorable  Edward  M.  Kennedy 
Senate  Office  Building 
Washington,  D.C.  20510 

Dear  Senator  Kennedy: 

As  the  National  Health  Planning  and  Resources  Development  Act  (P.L.  93-641)  is 
being  considered  for  revision  and  extension  during  this  session  of  Congress, 
we  would  like  to  ask  for  your  support  of  this  important  legislation. 

As  pointed  out  by  the  Comptroller  General's  Report  to  Congress  on  the  Status 
of  the  Implementation  of  the  Health  Planning  Act,  "it  is  too  early  to  deter- 
mine the  effect  of  planning  agencies  in  achieving  the  objectives  of  the  Act. 
Such  an  analysis  cannot  be  done  for  several  more  years."  Nevertheless,  even 
at  this  early  stage  of  the  health  planning  program,  significant  achievements 
have  been  accomplished. 

For  example,  in  the  area  of  cost  containment,  according  to  a survey  conducted 
by  the  American  Health  Planning  Association  in  the  fall  of  1978,  the  local 
Health  Systems  Agencies  (HSAs)  have  already  prevented  unnecessary  capital  ex- 
penditures of  $3.4  billion  in  the  period  from  August,  1976,  to  August,  1978. 

It  should  be  noted  that  this  survey  included  only  81%  of  the  country's  HSAs. 
Furthermore,  the  survey  did  not  provide  estimates  of  savings  in  future  oper- 
ating costs . Such  savings  would  typically  be  many  times  the  value  of  the 
capital  investment  itself. 

Of  a per  capita  basis,  the  planning  agencies  prevented  $26.45  in  unnecessary 
capital  investments,  as  compared  to  the  total  per  capita  investment  in  health 
planning  of  only  $1.16,  a savings  of  over  $15  for  each  dollar  spent. 

Our  Agency  has  prevented  unnecessary  capital  expenditures  in  our  health  ser- 
vice area  of  almost  $18  million,  or  a savings  of  over  $37  for  each  dollar 
spent  on  this  Agency. 

It  should  also  be  noted  that  these  achievements  represent  merely  the  tip  of 
the  iceberg,  reflecting  only  a small  (but  easily  measurable)  segment  of  the 
overall  activities  of  the  health  planning  agencies. 

Unfortunately,  the  efforts  of  many  HSAs  have  been  seriously  hampered,  and 
further  significant  progress  prevented,  by  inadequate  and  inequitable  funding 
levels.  It  is  our  best  estimate  that  a minimum  basic  capitation  support  level 
of  70-75  cents  will  be  required  to  enable  our  Agency  to  effectively  assume  all 
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of  its  responsibilities,  to  be  sufficiently  flexible  to  serve  the  different 
needs  of  each  community,  to  perform  essential  public  relations  and  education 
activities,  and  to  be  professionally  competent  and  knowledgeable  in  legal  as 
well  as  technical  matters. 

If  Congress  wishes  to  continue  the  health  planning  agencies  as  "an  experiment," 
then  the  agencies  cannot  assume  the  role  they  should  and  must  to  be  effective. 
Adequate  funding  of  such  agencies  will  promote  full  function  for  the  life  of 
the  proposed  renewal  legislation,  and  permit  adequate  budgetary  controls  based 
on  sound  business  principles  and  directed  toward  long  range  outcomes.  In  order 
to  enable  the  HSAs  to  perform  the  functions  required  in  the  Health  Planning 
Act,  adequate  and  equitable  funding  levels  are  absolutely  essential. 

The  1980  Health  Budget  rationale  states  that  "the  most  critical  cost  contain- 
ment aspect  of  the  health  planning  process  is  the  capacity  of  health  planning 
agencies  to  understand  local  conditions  and  to  devise  appropriate  strategic 
responses . There  is  a great  need  to  strengthen  this  capacity  at  the  State 
and  local  level."  Yet,  the  budgetary  commitment  toward  meeting  this  great 
need  is  a token  1.3%  increase  over  the  1979  budget,  which  actually  represents 
a substantial  decrease  from  an  already  totally  inadequate  funding  level. 

The  funding  problems  have  been  particularly  serious  for  rural  HSAs.  In  fact, 
for  some  agencies,  the  situation  is  rapidly  approaching  a critical  level.  The 
funding  formula  for  HSAs  prescribed  by  P.L.  93-641  is  based  on  population.  As 
a result,  the  amounts  received  by  HSAs  range  from  a couple  of  hundred  thousand 
to  several  million  dollars.  Yet,  all  are  expected  to  perform  essentially  the 
same  tasks  of  planning,  review,  resources  development,  data  collection  and 
analysis,  and  public  involvement  and  education. 

A formula  based  on  population  size  alone  may  make  some  sense  when  we  are  talking 
about  the  direct  provision  of  health  care  services.  But  the  HSAs  do  not  pro- 
vide direct  health  care  services.  They  plan,  review,  educate,  and  act  as 
catalysts  to  get  others  to  carry  out  the  plans,  once  their  planning  process 
has  ascertained  the  needs,  goals,  and  objectives  of  the  people  they  serve. 

The  cost  of  providing  such  services  are  not  strictly  proportional  to  the  size 
of  the  population  of  the  planning  area  being  served.  Generally,  it  will  take 
nearly  as  much  time,  data,  and  staff  expertise  to  plan  for  500,000  people  as 
it  does  for  1 million  people. 

This  problem  is  frequently  aggravated  by  the  size  of  the  geographic  area  served 
by  many  of  the  rural  HSAs.  It  is  usually  more  difficult  to  obtain  data  in  such 
areas,  technical  and  human  resources  are  frequently  not  easily  available  or 
accessible,  means  of  communication  are  often  inadequate,  and  effective  coordina- 
tion more  difficult  to  achieve  because  of  the  scattered  population  structure 
and  the  large  number  of  units  of  local  government.  Travel  expenses  for  staff, 
Governing  Body,  and  committees  will  be  substantial.  Personnel  costs  will  often 
be  higher  due  to  difficulties  in  attracting  and  retaining  qualified  personnel. 

In  short,  cost  of  operations  will  often  be  relatively  larger  in  rural  areas, 
with  fewer  resources  available. 
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Although  project  reviews  may  generally  occur  more  frequently  in  metropolitan 
areas,  the  difference  in  the  number  of  proposals  will  not  be  proportional  to 
the  difference  in  population  size.  The  cost  of  the  projects  to  be  reviewed 
may  also  be  larger  in  metropolitan  areas.  However,  it  will  usually  require 
as  much  time,  data,  and  expertise  to  review  a 30  bed  modernization  project 
as  a 100  bed  proposal.  In  fact,  it  may  be  easier  to  carry  out  the  review 
function  in  a metropolitan  setting  than  in  a highly  rural  area,  because  of 
difficulties  in  data  gathering  and  analysis,  the  impact  of  the  decision  on 
the  community  in  question,  and  the  problem  of  reconciling  the  jurisdictional, 
economic,  social,  and  political  interests  affected  by  the  decision. 

These  factors  clearly  suggest  the  need  for  a modification  of  the  funding  al- 
location formula  for  HSAs . It  is,  of  course,  very  difficult  to  devise  a for- 
mula which  adequately  reflects  all  of  these  factors,  and,  at  the  same  time, 
is  simple  enough  to  be  practical.  However,  significant  improvements  could  be 
achieved  by  using  a formula  where  the  funds  would  be  distributed  based  on  a 
sliding  scale  per  capita  rate,  supplemented  by  an  additional  amount  related 
to  the  size  of  the  geographic  area  being  served. 

For  example,  the  formula  might  read: 


70?  per  capita 
50?  per  capita 
30%  per  capita 


first  million  population, 
second  million  population, 
over  2 million  population, 


plus  an  additional 

5?  per  capita  - land  area  10,000-20,000  square  miles, 

10?  per  capita  - land  area  over  20,000  square  miles, 

It  may  never  be  possible  to  overcome  all  funding  allocation  problems , but  it 
should  be  possible  to  improve  the  present  funding  formula  so  that  it  will  not 
unduly  handicap  HSAs  which  cover  large  land  areas  and/or  scattered  populations, 
in  their  efforts  to  successfully  carry  out  the  intent  of  the  Health  Planning 
Act. 


We  would  hope  that  the  health  planning  legislation  will  receive  the  attention 
and  support  it  deserves  during  the  present  session  of  Congress.  A strong  and 
adequately  funded  health  planning  program  would  provide  this  Nation  with  per- 
haps the  most  effective,  appropriate,  and  acceptable  means  available  for  im- 
proving our  health  care  system  and  for  containing  the  cost  of  providing  health 
care  services. 

We  would  strongly  encourage  you  to  support  the  renewal  of  the  Health  Planning 
Act.  In  particular,  we  would  like  to  ask  for  your  support  of  adequate  and 
equitable  fundings  levels  for  HSAs . 

Yours  very  truly, 


Bjorn  Larsen 
Executive  Director 


/ 
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National  Association  of  Counties 

Offices  • 1735  New  York  Avenue  N.W.,  Washington,  D.C.  20006  • Telephone  202/785-9577 


The  Honorable  Edward  Kennedy 
United  States  Senate 
432  Russell  Senate  Office  Building 
Washington,  D.C.  20510. 

Dear  Senator  Kennedy: 

Attached  to  this  letter  is  a copy  of  our  proposed  amendments  to  the 
National  Health  Planning  and  Resources  Development  Act  of  1974.  These  amend- 
ments were  approved  by  our  Health  and  Education  Steering  Committee  on  March  11, 
1979.  The  proposed  amendments  closely  follow  the  bills  passed  last  year  by 
the  Senate  and  the  House  Interstate  and  Foreign  Commerce  Committee.  We  believe 
that  our  proposed  changes  improve  the  present  law.  Since  they  have  been  con- 
sidered and,  in  most  cases,  accepted  by  either  the  House  Interstate  and  Foreign 
Commerce  Committee  or  the  Senate  Human  Resources  Committee,  they  should  permit 
the  rapid  passage  of  this  important  piece  of  health  legislation. 

The  National  Association  of  Counties  is  strongly  in  support  of  a truly 
local  health  planning  system.  These  agencies,  we  believe,  should  play  a key 
role  in  the  containment  of  costs  and  the  implementation  of  a national  health 
financing  system.  Under  the  Hospital  Cost  Containment  Act  of  1979,  which  we 
support,  we  are  also  concerned  that  these  agencies  have  the  capability  and  mis- 
sion of  monitoring  the  "dumping"  of  high  cost  patients  on  public  hospitals . 

They  must  also  provide  the  stimulus  for  providing  services  in  underserved  areas 
and  encourage  the  kind  of  public  health  and  prevention  activities  which  offer 
the  greatest  potential  for  long  term  improvement  in  health  status. 

However,  planning  in  general  and  health  planning  in  particular  are  intensely 
political  activities.  It  is  the  process  by  which  scarce  resources  are  allocated  — 
the  classic  definition  of  politics.  As  such,  the  process  of  planning  is  far 
more  than  the  mere  development  of  technically  competent  plans,  reports  and 
analyses.  Of  at  least  equal  importance  is  the  development  of  a broad  based  com- 
munity support  for  the  planning  process  and  for  the  specific  policies  which  are 
embodied  in  the  health  systems  plan  and  annual  implementation  plan.  Without 
broad  public  support,  HSAs  cannot  withstand  the  political  pressure  which  in- 
evitably will  result  from  policies  aimed  at  making  the  health  care  system  more 
efficient  and  effective. 

There  is  clearly  no  large  constituency  now  in  existence  for  restricting 
the  health  care  system.  If  this  constituency  is  to  evolve,  it  must  be  developed 
at  the  local  level  — and  the  HSAs  are  critically  important  participants.  These 
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local  agencies  must  be  credible  and  have  the  understanding  and,  hopefully,  the 
support  of  all  segments  of  the  community  which  have  an  interest  in  improving 
the  efficiency  and  effectiveness  of  the  health  care  system. 

Our  concern  is  that  elected  officials  and  other  major  groups  are  alienated 
from  the  health  planning  process.  Their  alienation  is  caused  by  the  structure 
and  processes  of  many  HSAs  which  are  established  to  avoid  the  significant  and 
meaningful  involvement  of  the  local  officials  and  other  major  consumer  and  pro- 
vider groups.  Yet,  their  involvement  and  political  support  are  critical  for 
the  successful  implementation  of  the  plans  and  policies  of  the  HSA. 

First,  we  believe  that  the  public  regional  planning  body,  joint  powers 
agency  or  unit  of  local  government  should  have  the  authority  to  approve  the 
major  policy  documents  of  the  agency,  as  well  as  the  budget.  It  should  also 
have  the  authority  to  set  the  rules  and  regulations  of  the  agency  and  appoint 
the  governing  body  for  health  planning.  Presently,  after  the  governing  body 
is  appointed,  the  HSA  has  nothing  to  do  — yet,  it  is  responsible  for  the  poli- 
cies which  are  inherent  in  the  HSP  and  AIP. 

S.  544  gives  the  governing  board  of  the  HSA  the  power  to  appoint  the  govern- 
ing body  for  health  planning  and  approve  the  agency's  budget.  Budget  control, 
we  think,  is  critical,  and  we  fully  support  the  inclusion  of  this  provision.  In 
addition,  we  support  the  formalization  of  the  board's  authority  to  establish  the 
agency's  rules  and  regulations.  However,  if  the  governing  board  is  to  be  truly 
accountable  and  if  the  public  agency  is  to  play  a truly  meaningful  role,  then  it 
must  have  the  power  to  approve  the  HSP  and  AIP  and  the  criteria  for  project, 
institutional  and  appropriateness  review.  The  language  we  propose  allows  for 
careful  consideration  of  the  views  and  concerns  of  the  volunteer  governing  body 
for  health  planning  while  still  placing  ultimate  authority  in  the  sponsoring  city 
county,  or  region  for  final  approval. 

A second  major  concern  relates  to  the  closed,  often  self-perpetuating  nature 
of  many  HSAs.  The  present  law  allows  a subcommittee  of  the  existing  governing 
body  to  choose  new  members  of  the  body.  In  addition,  it  allows  virtually  any 
member  of  a group  to  represent  that  group.  Therefore,  any  minority  member  can 
be  deemed  to  represent  minorities,  any  elderly  person  can  represent  the  elderly, 
and  so  on.  The  problem  of  elected  officials  is  particularly  difficult.  A public 
health  nurse,  a faculty  member  from  a public  community  college  in  health  sciences 
or  even  the  coroner  can  be  considered  a public  official  representing  the  county. 

A study  of  the  first  136  HSAs  showed  that  only  nine  per  cent  were  local  elected 
officials.  (No  subsequent  data  is  available.) 

As  a consequence  of  these  problems,  we  feel  that  local  governments  should 
be  represented  by  individuals  who  they  choose  and  not  those  who  are  screened  and 
appointed  by  the  governing  body,  often  without  the  knowledge  or  consent  of  local 
government.  We  have  not  proposed  any  specific  quota  of  "public  official"  repre- 
sentation. Rather,  we  suggest  that  the  committee  report  make  clear  that  their 
involvement  is  critical  and  that  the  committee  will  closely  monitor  the  involve- 
ment of  local  officials  in  the  health  planning  process. 
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The  Honorable  Edward  Kennedy 
March  21,  1979 
Page  3 


In  addition,  we  are  proposing  that  75  per  cent  of  the  members  of  the  govern- 
ing body  of  an  HSA  be  appointed  directly  from  outside  the  HSA.  Processes  to 
implement  this  provision  could  include  direct  appointment  by  various  consumer 
and  provider  constituency  groups  or  subarea  councils. 

Finally,  there  are  12  single  state  or  virtually  single  state  HSAs.  In  addi- 
tion, there  are  several  states,  such  as  Iowa  and  Nebraska,  with  HSAs  of  50  or 
more  counties.  In  these  areas  and  others,  participation  by  local  officials  and 
others  is  difficult,  if  not  impossible.  As  a result,  we  believe  that  the  act 
should  contain  a strong  endorsement  for  subarea  councils  with  the  indication  that 
where  possible,  they  should  follow  existing,  recognized  boundaries.  We  also  be- 
lieve that  the  HSAs  should  be  given  the  authority  to  delegate  elements  of  plan 
development  and  project  review  authority  to  the  subarea  council. 

In  closing,  on  behalf  of  NACo  I would  like  to  congratulate  you  and  your 
staff  for  the  fine  job  you  have  done  in  preparing  S.  544.  We  support  many  of 
the  provisions  already  in  the  bill,  including: 

• Provisions  allowing  the  Secretary  to  return  agencies  which  cannot 
perform  to  a conditionally  designated  status; 

• Provisions  allowing  increased  rural  representation; 

• Provisions  significantly  expanding  open  meetings  and  records  requirements; 

• Requirements  for  public  health  and  prevention  expertise  in  HSA  staffs; 

• Provisions  making  area  redesignations  easier  and  requiring  consultation 
with  local  governments. 

We  are  particularly  concerned  that  adequate  funding  be  provided  for  the  refur- 
bishment of  public  general  hospitals.  Many  of  the  large,  urban  public  general 
hospitals  suffer  from  old  and  inadequate  physical  plants  which  are  often  in 
violation  of  health  safety  codes. 

These  amendments  will  go  a long  way  to  remedying  the  structural  and  proce- 
dural elements  which  have  served  to  undermine  local  political  support.  With  these 
changes,  HSAs  can  become  the  strong,  credible  agents  for  change  in  the  health 
care  system  that  Congress  intended. 

If  you  have  any  questions  on  our  position,  or  if  we  can  be  of  any  assistance 
in  securing  the  rapid  passage  of  this  legislation,  please  do  not  hesitate  to 
contact  me. 


' Bernard  F.  Hillenbrand 
Executive  Director 
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Proposed  Amendments  to  the  National  Health  Planning 
and  Resources  Development  Act  of  1974 

The  National  Association  of  Counties  strongly  supports  the  concept  of 
local  health  planning.  We  believe  that  health  systems  agencies  should  be 
| given  the  authority  to  limit  the  growth  of  unnecessary  medical  facilities  and 
1 equipment,  to  encourage  the  development  of  needed  medical  care  facilities  and 
services  in  underserved  areas  and,  most  importantly,  to  encourage  the  kinds  of 
i public  health  and  prevention  activities  which  we  believe  have  the  greatest 
potentiality  for  improving  health  and  reducing  costs. 

However,  if  local  planning  and  local  program  development  is  to  be  success- 
l|  ful,  it  must  occur  in  an  agency  which  is  responsible  to  the  desires  of  a local 
community.  Free-standing,  politically  isolated  agencies  are  bound  to  fail  be- 
cause of  their  inability  to  obtain  feedback  on  the  status  of  broad  political 
support  for  their  policies.  In  spite  of  the  congressional  intent  to  create  an 
open  process,  the  confused  and  complicated  representational  requirements  in 
P.L.  93-641  allow  a dominant  faction  in  a private,  non-profit  health  systems 
agency  to  manipulate  appointment  process  in  such  a way  as  to  assure  control. 

I The  result  of  this  process  (which  has  occurred  in  many,  but  by  no  means  all, 
of  the  private,  non-profit  HSAs)  is . isolation,  stagnation  and  eventual  upheaval 
as  necessary  support  groups  become  alienated  from  the  planning  agency. 

NACo  believes  that  this  process  of  exclusion  has  been  particularly  signi- 
ficant with  respect  to  elected  officials.  We  have  encountered  many  agencies 
which  have  permitted  them  minimal  involvement  and  have  been  structured  to  assure 
that  no  legitimate  influence  external  to  the  HSA  can  be  brought  to  bear  on  the 
decision  making  process. 

The  planning  and  regulatory  functions  associated  with  HSAs  are  basically 
political  processes  since  they  define  the  processes  and  criteria  by  which 
scarce  resources  are  allocated.  Being  ultimately  political  in  character,  the 
biggest  danger  which  faces  HSAs  is  that  they  will  be  simply  ignored.  Compliance 
on  paper  with  structural  or  procedural  requirements  may  well  allow  an  agency 
to  achieve  the  necessary  approvals  from  HEW.  However,  such  compliance  does  not 
build  strong  political  support  within  the  community;  rather  it  undermines  it. 
Such  support  can  only  be  built  upon  a process  and  structure  which  assures  that 
major  interests  feel  that  they  are  meaningfully  represented  in  the  actual 
decision-making  bodies  of  the  HSA.  It  must  also  include  an  aggressive  effort 
on  the  part  of  the  volunteers  and  the  senior  HSA  staff  to  sell  their  agency  — 
its  processes  and  policies  — to  a broad  based  constituency.  Without  broad 
public  support,  neither  public  nor  private  HSAs  will  be  able  to  withstand  the 
pressures  which  will  eventually  result  from  policies  aimed  at  making  the  health 
care  system  more  efficient  and  effective. 
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The  result  of  this  isolation  will  be  that,  like  so  many  previous  ambitious 
planning  activities,  the  plans  and  policies  of  HSAs  will  prove  to  be  dust  col- 
lectors on  innumerable  shelves  and  decisions  of  the  HSA  will  soon  lack  credibi- 
lity as  various  avenues  of  circumvention  appear. 

The  elected  local  official  is  one  of  the  only  participants  in  the  process 
who  can  demonstrate  a direct  relationship  to  a constituency;  who  is  accessable 
to  the  public  through  a regularized  and  well  understood  process;  and  who  can 
provide  a perspective  which  is  different  from  the  narrowly  defined  interests 
and  constituency,  if  any,  of  most  "consumers"  and  "providers." 

Thus,  NACo  feels  that  in  its  review  of  P.L.  93-641  Congress  must  more 
clearly  identify  realiztic  goals  for  the  HSAs,  must  give  them  the  tools  neces- 
sary to  plan  for  the  improvement  of  health  and  limitation  in  the  cost  of  medical 
care.  Most  importantly,  it  must  assure  that  the  health  planning  system  is  open 
and  that  significant  interests  including  elected  officials  have  not  only  input 
but  impact  on  local  health  policy  decisions. 


I.  Area  Redesignations 

A.  Criteria  for  redesignation 

Section  1511(b)(4) 

The  Secretary  shall  review  on  a continuing  basis  and  at  request 
of  any  Governor  or  designated  health  systems  agency  or_  units  of 
general  purpose  local  government  the  appropriateness  of  the 
boundaries  of  the  health  service  areas  established  under  para- 
graph (3)  and , if  he  determines  that  a boundary  for  a healt  ser- 
vice area  no  longer  meets  the  requirements  of  subsection  (a)  or_ 
if  a_  proposed  health  service  area  more  appropriate ly  or  more 
completely  meets  the  requirements  of  subsection  (a),  he  may  revise 
the  boundaries  in  accordance  with  the  procedures  prescribed  by 
paragraph  (3)  (B)  (ii)  . . . 

Particularly  with  respect  to  the  west  and  the  south,  NACo  has  found  a num- 
ber of  statewide  HSAs  which  are  difficult,  if  not  impossible,  to  administer. 

In  other  areas  there  are  also  substate  regions  that  may  well  prove  to  be  in- 
appropriate. 

While  NACo  generally  concurs  in  the  belief  that  the  modification  of  a 
health  service  area  should  be  difficult  and  infrequent,  we  nevertheless  believe 
that  redesignation  of  areas  should  not  wait  until  the  existing  area  is  in 
direct  violation  of  Section  1511(a).  Rather  we  feel  that  when  a substantially 
better  area  is  identified  — one  which  has  the  support  of  the  local  communities 
and  the  governor  — then  the  Secretary  should  consider  whether  the  area  is  more 
appropriate  for  health  planning  than  the  existing  area.  If  it  is  more  appro- 
priate area,  then  redesignation  should  occur. 
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The  provision  allowing  designation  when  more  appropriate  area  are  identified 
is  similar  to  provisions  in  H.R.  11488  and  S.  2410  considered  by  the  95th 
Congress . 

B.  Procedures  for  redesignation 

Section  1511(b)  (4)  [new  section] 

The  Secretary  shall  issue  regulations  indicating  the  criteria 
for  area  redesignation.  In  addition , for  each  requested  area 
redesignation,  the  Secretary  shall  hold  a formal  hearing  and 
shall  issue  a written  decision  in  each  case. 

NACo  believes  that  the  criteria  for  area  redesignation  should  be  clear 
and  consistently  applied.  Regulations  have  been  published  containing  a 
statement  of  criteria  41  F.R.  39433  (1975)  . 

However,  the  Bureau  of  Health  Planning's  policy  in  handling  requests  for 
area  redesignation  is  to  use  acl  hoc  committees  with  only  a set  of  minutes  as 
the  result  of  that  process.  The  procedure  gives  no  clarification  to  the 
criteria  listed  in  the  regulations. 

NACo  believes  that  the  process  of  making  decisions  on  area  redesignations 
should  help  to  clarify  the  criteria  for  redesignation  — not  obscure  them. 

In  order  to  assure  that  decisions  are  rational  and  the  criteria  applied 
consistently,  the  use  of  ad  hoc  committees  should  be  eliminated.  Rather, 
there  should  be  a formal  hearing.  As  a result  of  this  hearing,  a written  re- 
cord should  be  developed  with  a finding  of  fact,  a statement  of  the  relevant 
statutory  and  regulatory  language  and  HEW  policy;  a finding  of  facts  and  a 
decision.  Similar  provisions  were  included  in  S.  2410  and  H.R.  11488  con- 
sidered by  the  95th  Congress. 


II.  Repeal  Section  Giving  Priority  in  Area  Designation  to  314(b)  Areas 

Section  1511(c)  [gives  priority  for  area  designation  to  areas 
which  have  a comprehensive  plan  prepared  under  Section  314(b) 
of  Title  III  of  the  Public  Health  Service  Act ] Reveal. 

This  provision  effectively  excluded  most  counties  and  public  regional 
planning  bodies  from  being  designated  as  health  systems  agencies.  This  pro- 
vision, along  with  Section  1514,  which  authorizes  the  provision  of  technical 
assistance  only  to  private,  non-profit  applicants , has  done  much  to  create  a 
feeling  of  animosity  toward  the  legislation  by  elected  county  officials. 

Repeal  of  this  section  would  help  to  indicate  that  Congress  now  believes  that 
public  and  private  applicants  should  be  given  equal  assistance  and  consideration 
in  any  future  redesignation  resulting  from  the  failure  to  renew  the  designa- 
tion agreement  of  an  existing  agency  or  because  of  area  redesignation.  Similar 
provisions  were  included  in  S.  2410  and  H.R.  11488  considered  by  the  95th 
Congress . 
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III.  Including  Public  Health  and  Prevention  Expertise  as  Part  of  HSA  Staff 
Section  1512(b)(2)(A) 

Expertise  — A health  systems  agency  shall  have  a staff  which 
provides  the  agency  with  at  least  the  following:  (i)  Adminis- 

tration, (ii)  the  gathering  and  analysis  of  data,  (iii)  health 
planning,  (iv)  development  and  vise  of  health  resources,  and 
(v)  pub  lie  health  and  prevention  of  disease. 

Research  conducted  by  the  National  Association  of  Counties  Research 
Foundation  indicates  that  many  HSAs  are  focusing  almost  exclusively  on  medi- 
cal care.  Health,  of  course,  is  not  alone  affected  by  medical  care.  Rather, 
it  is  a function  of  what  we  eat,  drink,  breathe  and  the  kinds  of  life  styles 
we  live.  It  is  clear  that  we  will  neither  improve  health  or  reduce  cost  as 
long  as  HSAs  continue  the  excessive  emphasis  on  health  care.  Rather,  HSAs 
must  take  a broader  perspective  on  health  and  the  relation  between  health  and 
medical  care. 

Therefore,  NACo  believe  that  Congress  should  also  reaffirm  its  intent 
that  HEW  assure  that  approved  Health  Systems  Plans  contain  aggressive  and 
realistic  goals  in  the  area  Of  public  health  and  prevention.  Similar  provi- 
sions were  included  in  H.R.  11488  and  S.2410. 


IV.  Public  Health  Systems  Agencies  (Powers  of  the  Governing  Board) 

Section  1512(b)(3)(A) 

In  general,  a health  systems  agency  which  is  a public  regional 
planning  body  or  unit  of  general  local  government  shall,  in 
addition  to  any  other  governing  body,  have  a governing  body  for 
health  planning,  which  is  established  in  accordance  with  sub- 
paragraph  (C),  which  ekali  may  have  the  responsibilities  pre- 
scribed by  subparagraph  (B),  and  which  has  authority  to  perform 
for  the  agency  the  functions  described  in  sectin  1513.  The  elected 
governing  body  of  any  unit  of  local  government  or  regional 
p loaning  unit  which  is  a health  systems  agency  shall  have 
exc lusive  authority  to: 

i)  Establish  personnel  and  other  rules  and  regulations  for 
the  operation  of  the  agency. 

ii)  Review  and  approve  or  return  to  the  Governing  Body  for 

Health  Planning  for  revisions  the  Health  Systems  Plan  and 
Annual  Imp lementation  Plan. 

iii)  Review  and  approve  or  return  to  the  Governing  Body  for 

Health  Planning  for  revisions  criteria  required  pursuant 
to  Section  1532  (project,  institutional  and  appropriateness 
reviews ] . 
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iv)  Review  and  approve  or  disapprove  the  agency 's  budget. 

Section  1512(b)(3)(C) 

A public  regional  p tanning  body  or  unit  of  general  local  govern- 
ment which  is  a health  systems  agency  may  appoint  the  members  of 
its  governing  body  for  health  planning. 

The  Secretary,  in  developing  the  regulations  for  health  systems  agencies, 
commented  that  "the  relationship  between  these  two  bodies  (the  governing  board 
and  the  governing  body  for  health  planning)  has  been  one  of  the  more  contro- 
versial aspects  of  the  implementation  of  P.L.  93-641."  The  Moss  Amendment  to 
I P.L.  93-641  Section  1513(b)(1)  was  added  to  allow  units  of  local  government 
and  public  regional  planning  bodies  to  function  as  health  systems  agencies. 
Floor  colloquies  indicated  that  the  governing  body  of  the  unit  of  local  govem- 
i ment  or  public  regional  planning  body  which  was  an  HSA  (i.e.  the  governing 
» board)  should  have  the  authority  to  set  rules  and  regulations  for  the  HSA, 
approve  the  annual  budget,  review  and  approve  the  health  system  plan  and 
annual  implementation  plan,  and  appoint  and  remove  members  of  the  governing 
I body  for  health  planning. 

However,  under  the  present  regulations  the  governing  board  has  little 
function  except  to  appoint  the  members  of  the  governing  body  for  health  plan- 
I ning.  After  appointment,  however,  the  governing  body  for  health  planning  is 
I totally  independent.  As  a result,  the  governing  body  for  health  planning  is 
I not  accountable  to  the  governing  board. 

These  proposals  follow  the  interpretation  of  Judge  Kaufman  in  the  case 
of  Montgomery  County  vs.  Califano  (Civil  #K77-166  mimeo).  In  that  case,  the 
I court  ruled  that  the  Secretary  had  exceeded  his  discretion  and  violated  the 
intent  of  Section  1512  (b)(3)(A)  by  ruling  that  the  governing  board  had  only 
j the  authority  to  appoint  the  governing  body  for  health  planning  and  to  esta- 
I blish  the  agency ’ s rules  and  regulations . 

Our  proposal  is  based  on  the  proposition  that  the  city/county  regional 
f planning  body  should  have  the  authority  to  establish  the  overall  structure  of 
the  agency  and  approve  or  revise,  with  the  participation  of  the  governing  body 
|!  for  health  planning,  the  major  policy  documents  of  the  HSA. 

In  proposing  that  these  authorities  be  ultimately  vested  with  the  Govem- 
| ing  Board,  we  are  not  proposing  that  each  city,  county,  regional  planning  body, 
I joint  powers  agency  or  special  district  should  exercise  all  authorities.  How- 
( ever,  we  do  strongly  believe  that  these  bodies  should  have  the  authority  to 
| decide  which  powers  they  wish  to  exercise  themselves  and  which  they  wish  to 
delegate  to  the  governing  body  for  health  planning.  This  provision  closely 
1 parallels  the  language  in  H.R.  11488. 


V.  Increased  Involvement  of  Elected  Local  Officials  on  Private,  Non-Profit 
HSAs 
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Seation  1512(b)  (3)  (C)  (Hi)  (I) 

(Hi)  the  membership  shall — 

(I)  include  (either  through  consumer  or  provider 
members)  public  elected  officials  end  ether 
representatives  ef  gevemmentai  autkerities 
or  other  representatives  of  units  of  general 
purpose  local  government  in  the  agency  's  health 
service  area  and  representatives  of  public  and 
private  agencies  in  the  area  concerned  with 
health . To.  be.  considered  as  a.  representative 
of  general  purpose  local  government  on  the 
governing  body  and  executive  committee  (if  any) 3 
the  elected  official  or  other  individual  must 
be  appointed  by  a.  unit  of  general  purpose  local 
government  or  combination  thereof.  For  the  purpose 
of  this  clause . the  State  government  or  a.  state 
which  contains  a.  single  health  service  area 
shall  be  deemed  to  be  a.  unit  of  general  purpose 
local  government. 

One  of  the  most  vocal  concerns  expressed  by  county  officials  with  whom 
we  have  had  contact  has  been  the  failure  to  obtain  direct  representation  on 
HSA  governing  bodies  for  health  planning.  Often  local  elected  officials  or 
other  governmental  representatives  constitute  a small  percentage  of  the 
governing  body.  Persons  designated  as  "representatives  of  local  government" 
have  been  appointed  without  the  knowledge  or  consent  of  local  government. 

The  problem,  of  course,  is  one  of  definition  and  extends  well  beyond  elected 
officials.  Simply  stated,  it  is  clear  that  because  an  Individual  is  a member 
of  a group  — local  elected  officials,  physicians,  hispanics,  etc.  — that 
individual  has  no  inherently  legitimate  claim  to  represent  that  category. 

It  Is  clear  that  the  Congressional  intent  was  to  represent  local  government 
on  the  HSA  governing  body  and  the  executive  committee.  However,  the  notion 
of  "representation"  has  been  lost  in  the  implementation  of  the  Act.  Most 
HSAs  have  fallen  into  the  practice  of  calling  elected  officials  (and  others) 
"representatives"  of  a group  or  groups  merely  because  they  are  members  of 
the  group.  Thus,  an  HSA,  with  HEW's  blessing,  will  consider  a black  female 
elected  official  as  a representative  of  blacks,  women  and  the  local  governmental 
unit  to  which  she  was  elected. 

This  tendency  is  quite  understandable  given  the  difficult  if  not  impossible 
composition  requirements  for  the  governing  body  for  health  planning  in  P.L.  93- 
641.  However,  the  result  of  this  practice  has  been  virtually  to  eliminate  the 
possibility  that  local  government  and  other  interests  have  legitimate  and  re- 
sponsible representatives  on  the  governing  body. 

Many  HSAs  employ  a system  which  insures  that  the  existing  governing  body 
of  a private,  non-profit  HSA,  or  a subcommittee  of  it,  has  final  authority  over 
membership.  This  is  not  accountability.  Accountability,  outside  of  election. 
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can  only  come  through  the  direct  appointment  of  (and  authority  to  remove)  "re- 
presentatives" who  will  represent  the  interests  of  a constituency.  It  is  only 
through  this  method  that  external  interests  can  have  impact  on  the  HSA  governing 
body  structure  and  the  policies  of  the  HSA. 

NACo  believes  that  elected  officials  representing  general  purpose  local 
government  must  have  increased  participation  in  private,  non-profit  HSAs.  Local 
elected  officials  are  politically  responsible.  Planning  is  basically  a poli- 
tical activity  since  it  acts  to  identify  needs,  define  those  needs  in  the  con- 
tect  of  scientific  findings  and  allocate  scarce  resources  to  each  need.  If 
this  political  process  is  to  have  legitimacy  and,  more  importantly,  receive 
necessary  feedback  from  those  unorganized  and  less  articulate  members  of  the 
community,  then  increased  local  elected  officials  involvement  is  crucial. 

We,  therefore,  believe  that  Congress  should  assure  that  those  individuals 
identified  as  "representatives  of  local  government"  are  in  fact  the  represen- 
tatives of  the  policy  making  branch  or  branches  of  local  government  and  not 
merely  employees  of  a city  or  a county.  The  proposed  changes  would  assure  that 
those  designated  representatives  of  local  government  are  designated  by  a city 
or  county. 


VI.  Powers  of  the  Executive  Committee 
Section  1512(b)(3)(A) 

...Any  other  health  systems  agency  shall  have  a governing  body 
composed , in  accordance  with  subparagraph  (C),  of  not  less  than 
ten  members  and  of  not  more  than  thirty  members,  except  that 
the  number  of  members  may  exceed  thirty  if  the  governing  body 
has  established  another  unit  (referred  to  in  this  paragraph  as 
an  "executive  committee" ) composed,  in  accordance  with  subpara- 
graph (C),  of  not  more  than  twenty-five  members  of  the  govern- 
ing body  and  has  delegated^  The  governing  body  may  de  legate 
to  that  unit  the  authority  to  take  such  action  (other  than  the 
establishment  and  revision  of  the  plans  referred  to  in  subpara- 
graph (B)(ii))  as  the  governing  body  is  authorized  to  take. 

Under  the  present  law,  a governing  body  for  health  planning  must  delegate 
all  authorities  (other  than  to  establish  and  review  the  HSP  and  AIP)  to  the 
executive  committee.  As  a result,  for  such  activities  as  project  review,  1122 
and  certificate  of  need  review  and  appropriateness  review,  the  executive  com- 
mittee becomes,  under  this  legislation,  the  equal  of  the  full  governing  body 
rather  than  its  subordinate. 

NACo  believes  that  it  is  advisable  to  keep  the  size  of  the  governing  body 
below  30.  However,  if  a larger  governing  board  is  required,  then  we  believe 
that  the  powers  of  the  executive  committee  should  be  set  by  the  governing  body 
itself  and  not  by  Congressional  mandate. 
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VII.  Rural  Representation 

Section  1512(b)  (3)  (c)  (Hi)  (II) 

Include  at  least  a percentage  of  individuals  who  reside  in  non- 
metropolitan areas  within  the  health  service  area  which  percen- 
tage is  at_  least  equal  to  the  percentage  of  the  area. 

Congress  in  its  final  deliberations  on  P.L.  93-641  became  concerned  that 
rural  areas  would  be  under-represented  on  HSA  governing  boards  and  bodies.  In 
order  to  avoid  this  problem  and  to  insure  participation  by  rural  areas,  Section 
1512(b) (3) (c) (iii) (II)  was  added.  However,  rather  than  acting  as  a floor  for 
participation  by  rural  interests,  this  provision  has  placed  a cap  on  their 
involvemen  t . 

Local  areas  must  develop  a means  of  accommodating  non-urban  interests 
when  there  is  a large  metropolitan  county  surrounded  by  rural  areas.  Often, 
these  accommodations  may  over-represent  rural  areas,  yet  are  satisfactory  to 
both  rural  and  urban  counties.  In  fact,  in  mixed  areas  the  urban  representa- 
tives predominate  even  when  rural  interests  are  over  represented. 

There  is  often  a strong  push  in  the  HSA  to  have  at  least  one  representa- 
tive from  each  county.  This  pattern  is  often  used  in  other  areawide  agencies. 
The  effect  of  this  effort,  coupled  with  the  "equal  to"  provision,  results  in 
huge  governing  bodies.  Any  attempt  to  limit  the  governing  body  for  health 
planning  to  a reasonable  size  results  in  a denial  of  membership  to  some  rural 
areas.  More  importantly,  it  represents  yet  another  point  of  friction  between 
rural  and  urban  areas  and  can  disrupt  the  development  of  the  HSA. 

NACo  believes  that  a review  of  the  background  of  the  "equal  to"  provision 
would  indicate  that  the  Congressional  intent  was  to  create  a floor  to  encourage 
rural  participation. 

Therefore,  we  propose  to  amend  the  "equal  to"  provision  to  read  that,  at 
a minimum,  the  urbanized/non-urbanized  mix  should  equal  that  of  the  area.  How- 
ever, we  also  believe  that  any  rural  representation  beyond  the  minimum  must 
represent  the  consensus  of  both  the  urban  and  rural  areas. 


VIII.  Open  Meetings  and  Records 

Section  1512(b) (3) (B) (viii) (I-III) 

I)  Except  for  confidential  meetings  called  to  discuss  the  perfor- 
mance or  remuneration  of  individual  HSA  employees , all  meetings 
of  the  HSA  governing  body  or  excutive  committee , and  any  subarea 
counci l , committee  or  subcommittee  meetings  must  be  open  to  the 
pub  lie  and  held  with  full  notice  to  the  public  of  such  meetings, 

II)  'adequate  public  notice  of  meetings  must  be  provided,  includ- 
ing dissemination  through  newspapers , radio,  television  and  mai ling 


543 


lists  of  interested  individuals . Ill)  all  records , excluding 
only  persome  l records  and  data  on  individual  staff  members , 
must  be  open  to  the  public  and  available  upon  request. 

HSAs,  be  they  public  or  private,  perform  functions  which  are  essentially 
public  in  nature.  The  public's  business  should  be  conducted  in  the  public  eye. 
Sometimes,  the  eye  needs  to  be  propped  open.  When  the  public  does  not  show 
interest  or  care  to  participate  in  HSA  activities,  this  often  means  that  it 
has  not  been  adequately  informed  about  those  activities.  HSAs  have  a responsi- 
bility to  keep  their  public  informed. 

The  process  which  NACo  proposes  for  the  public  review  of  agency  designa- 
tion applications,  HSPs  and  AIPs  covers  only  a few  key  HSA  functions.  Even 
so,  we  suggest  only  the  most  skeletal  elements  required  for  accountable  public 
review  in  that  process.  In  a more  far  reaching  sense,  the  public  — including 
the  representatives  who  are  elected  to  govern  in  the  public's  behalf  — also 
needs  to  be  involved  in  the  routine  activities  of  the  agency.  This  requires 
that  special  efforts  be  made  to  assure  that  ordinary  private  citizens,  public 
officials,  and  individuals  and  groups  who  can  reasonably  be  presumed  to  have 
a special  interest  in  any  particular  activity  feel  that  this  activity  is 
accessible  to  their  participation. 

HSAs  are  required  to  meet  on  a regular  basis  and  to  advertise  their  meet- 
ings. We  have  found,  though,  that  the  meeting  schedule  is  sometimes  irregular 
and  that  the  advertisements  consist  of  ads  in  the  legal  notices  sections  of 
newspapers.  In  addition,  meetings  are  often  held  in  places  which  are  too  small 
to  accommodate  an  audience,  or  at  inconvenient  times  or  locations.  Moreover, 
opportunities  for  the  public  to  address  these  meetings  tend  to  be  very  care- 
fully limited  and  controlled. 

We  believe  that  this  provision  must  be  strengthened  because  examples  which 
have  come  to  our  attention  of  violations  of  the  intent  of  the  current  provision. 
NACo  has  had  county  officials  tell  us  of  applicants  being  excluded  from  project 
review  meetings  at  which  their  proposal  was  discussed. 

Therefore,  in  this  provision  we  propose  to  require  the  HSA  to  undertake 
an  active  program  to  inform  the  citizen  of  the  activities  of  the  agency.  These 
would  include  broad  publication  of  all  HSA  meetings,  use  of  mailing  list  of 
interested  individuals,  use  of  many  meeting  sites  in  large  HSAs,  etc.  We  would 
also  propose  that  Congress  specifically  indicate  its  intent  that  HSAs  comply 
with  state  "Government  in  the  Sunshine"  laws. 


IX.  Prohibition  of  Self  Perpetuating  HSA  Governing  Bodies 
Section  1512(b)(3)(D) 

(D)  Selection  — Each  Health  Systems  Agency  shall  establish  a_ 
process  for  the  selection  of  members  of  the  governing  body 
which  process  is  designed  to  assure  that  (i)  such  members  are 
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selected  in  accordance  with  the  requirements  of  subparagraph 
(C)  [Composition  requirements  of  HSA  Boards]  , (ii)  there  is 
the  opportuni  ty  for  broad  participation  in  such  process  by 
the  residents  of  the  Health  Service  Area,  and  (Hi)  that  nomi- 
nation and  selection  of  at  least  75  per  cent  of  the  consumer 
membership  and  75  per  cent  of  the  provider  membership  of  the 
governing  body  will  not  be  made  by  the  governing  body . 

The  verb  "to  represent"  has  two  main  definitions  given  by  Web s ter s . One 
is  "to  serve  as  a sign  or  symbol."  The  second  is  to  stand  or  act  . .For 
another  especially  through  delegated  authority."  These  two  quite  separate 
usages  of  the  word  represent  have  been  consistently  confused  in  the  implemen- 
tation of  P.L.  93-641,  and  the  confusion  lies  at  the  heart  of  the  protests, 
suites,  and  ongoing  revisions  of  instructions  to  HSAs  on  composition  require- 
ments for  HSA  governing  bodies. 

NACo  has  commented  previously  on  the  appointment  process  because  we  have 
found  that  substantial  problems  exist  relative  to  how  individuals  are  appointed 
to  HSA  governing  bodies.  The  problem  is,  simply,  that  all  too  often  a small, 
select  board  or  committee  of  the  HSA  chooses  people  to  sit  on  HSA  bodies  who 
they  feel  represents  the  interest  of  consumers  or  various  interest  groups  with- 
in the  consumer  category.  In  addition,  as  we  noted  in  our  report  to  BHPRD, 
Health  Planning  Under  P.L.  93-641:  Making  It  Work: 

Our  site  visits  have  indicated  that.  . .many  HSAs  have  fallen 
into  the  practices  of  calling  any  member  of  a group  on  an  HSA 
governing  body  a "representative"  of  that  group.  This  tendency 
is  quite  understandable  given  the  difficult,  if  not  impossible, 
composition  requirements  of  the  governing  body  specified  in 
P.L.  93-641.  However,  the  result  of  this  practice  has  been  vir- 
tually to  eliminate  the  possibility  that  local  government  and 
other  interests  have  legitimate,  responsible  representatives  on 
the  governing  body. 

We  believe  that  each  member  of  the  governing  body  must  show  a "constituency 
relationship"  between  themselves  and  the  group  or  groups  they  purport  to  repre- 
sent. Being  a member  of  a group  by  itself  is  clearly  insufficient.  The  most 
critical  element  is  that  the  individual  or  individuals  are  selected  by  a broad 
base  of  interest  groups  who  have  a recognized  role  as  an  advocate  or  service 
provider  to  "social,  economic,  linguistic  and  racial  populations"  or  through  the 
use  of  subarea  councils  to  appoint  members  from  various  geographic  regions  within 
the  HSA.  Other  criteria  might  include  individuals  with  a special  knowledge  of 
minority  health  problems  or  individual  leaders  in  the  minority  community. 

The  proposed  requirement,  which  is  similar  to  provisions  in  H.R.  11488 
and  S.  2410  in  the  95th  Congress  would  force  HSAs  to  utilize  outside  organiza- 
tions and  processes  to  obtain  appointments  to  HSA  governing  bodies. 


X.  Area  Health  Services  Development  Fund 
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Section  1513(c)(3) 

(3)  The  Agency  shall,  in  accordance  with  the  priorities 
established  in  the  AIP , make  grants  te  publie  and  nen- 
prefit  private  entities  and  enter  into  sen  tracts  with 
solicit  proposals  from  individuals  and  public  and  non- 
profit private  entities  to  assist  them  in  planning  and 
developing  projects  and  programs  which  the  agency  deter- 
mines are  necessary  for  the  achievement  of  the  health 
systems  described  in  the  ESP.  The  proposals  shall  be 
submitted  with  the  agency 's  review  and  re commendati ons 
to  the  state  health  planning  and  development  agency. 

NACo  believes  that  distribution  of  funds  is  an  inappropriate  function  for 
regional  bodies,  particularly  one  which  is,  to  date,  so  far  removed  from  local 
government.  The  American  County  Platform  states  that  regional  bodies  shall 
not  allocate  funds. 

This  policy  is  based  on  our  strong  belief  that  the  final  allocation  of  tax 
monies  is  one  of  the  most  politically  sensitive  functions  of  government.  The 
allocation  of  these  funds  is  not  a function  of  any  regional  or  multi-jurisdictional 
entity  — no  matter  how  many  elected  officials  participate.  This  function  must 
remain  with  federal,  state  or  local  government  and,  in  this  case,  we  believe 
it  should  be  a state  function. 

Therefore,  the  amendment  of  this  section  would  place  a review  and  comment 
function  in  the  HSA  with  a final  funding  decision  lodged  with  the  state. 


XI.  Relations  Between  HSAs  and  Units  of  Local  Government 


Section  1513(e)  [new  section] 

Each  health  system  agency  shall  enter  into  formal  written  agree- 
ments with  units  of  general  purpose  local  government  or,  in  large 
HSAs,  with  existing  combinations  of  units  of  governments . Such 
agreements  shall  include: 

a)  the  number  of  appointments  and  the  process  for  making  direct 
appointments  to  the  governing  body  for  health  planning. 

b)  the  method  and  schedule  for  review  by  the  local  government 
or  combination  thereof,  of  the  HSP,  the  ATP,  the  agency 's 
application  for  refunding  and  other  appropriate  policy  docu- 
ments. 

c)  the  process  by  which  sugges ted  changes  will  be  included  in 
review  documents  and  how  disputes  between  the  PSA  and  units 
of  local  government  will  be  reso Ived. 
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Under  the  present  legislation,  HSAs  can  function  without  the  meaningful 
involvement  of  local  government.  The  HSA  can  be  established  so  as  to  virtually 
exclude  the  meaningful  impact  of  the  views  of  elected  officials.  Self  selection 
of  governing  body  members  can  virtually  isolate  the  HSA  from  any  local  impact 
through  its  governing  body  selection  process.  In  addition,  A-95  reviews  gen- 
erally are  ignored  with  impunity. 

Elected  county  officials  are  critical  participants  in  the  planning  and 
implementation  process.  Local  governments: 

• Provide  most  of  the  public  health  and  environmental  health  activities 
in  a community; 

• Provide  care  to  the  medically  indigent; 

• In  18  metropolitan  states  share  in  the  costs  of  Medicaid; 

• Often  must  fund  new  programs  when  federal  seed  money  expires  and 
third  party  payments  are  either  unavailable  or  insufficient; 

• Provide  mental  health,  mental  retardation,  alcoholism,  and  drug 
treatment  and  services. 

In  order  to  increase  the  involvement  and  impact  of  local  officials,  we 
propose  that  HSAs  be  required  to  establish  formal  written  agreements  with  units 
of  local  government.  Where  there  are  a large  number  of  municipalities  and 
counties  in  a health  service  area,  we  believe  that  area  redesignation  should 
be  considered. 

However,  in  areas  with  sparce  population,  we  believe  that  formal  agreements 
with  regional  planning  bodies,  councils  of  government  or  other  regional  units 
and  the  major  units  of  local  government  is  an  acceptable  substitute. 

NACo  believes  that  it  is  critical  that  a formal  and  binding  agreement 
exist  between  local  government  and  HSAs.  It  is  only  through  procedures  such 
as  these  that  any  guarantee  of  continued  HSA  accountability  can  be  assured. 


XII.  Provision  for  Return  to  Conditional  Designation  for  Non  Performing  Agency. 
[New  section] 

If  upon  review  (as  provided  in  Section  1535)  of  the  Agency 's  operation 
and  performance  of  its  functions . the  Secretary  determines  that  it  has 
not  fulfilled  in  a_  satisfactory  manner  the  functions  of  a health  sys- 
tem agency  as  prescribed  by  Section  ISIS  during  the  period  of  the  agree- 
ment to  be  renewed  or  does  not  continue  to  meet  the  requirements  of 
Section  1512(b) , he  may  terminate  such  agreement  or  return  such  agency 
to  a conditionally  designated  status  under  subsection  (b)  for  a period 
not  to  exceed  12  months.  At  the  end  of  such  period , the  Secretary  shall 
either  terminate  its  agreement  with  such  agency  or  enter  into  an  agreement 
with  such  agency  under  paragraph  (1)  f full  designation  agreement ] . 
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NACo  believes  that  the  sanctions  open  to  the  Secretary  should  provide  more 
options  than  the  extreme  option  of  new  renewing  the  designation  agreement. 
Generally  speaking,  political  pressures  will  limit  the  use  of  such  severe  sanc- 
tions. As  a result,  there  is  virtually  no  way  in  which  the  Secretary  can  force 
good  faith  compliance  with  the  requirements  of  Section  1512  and  the  improve- 
ments in  functions  carried  out  under  Section  1513. 

The  proposed  amendment  would  allow  the  Secretary  to  impose  the  restrictions 
and  additional  control  of  conditional  status  on  agencies  which  fail  to  implement 
in  good  faith  Section  1512  and  1513.  It  provides  a middle  ground  and  avoids  the 
extreme  of  totally  eliminating,  over  a short  time,  the  planning  function  within 
an  area.  If  at  the  end  of  the  12  month-period  the  agency  is  still  unable  to 
perform,  it  can  be  terminated  by  the  Secretary.  The  proposed  language  is  that 
adopted  by  the  Senate  in  S'.  2410. 


XIII.  Technical  Assistance  for  Health  Systems  Agencies  and  State  Health  Planning 
and  Development  Agencies 

Section  1533(a) 

The  Secretary  shall  'provide  (directly  or  through  grants  or 
contracts  or  both)  to  designated  health  systems  agencies  and 
State  Agencies  (T)  assistance  in  developing  their  health  plans 
and  approaches  to  planning  various  types  of  health  services , 

(2)  technical  materials , including  methodologies,  policies, 
and  standards  appropriate  for  use  in  health  planning,  (3) 
programs  to  provide  training  to  the  members  of  the  governing 
bodies  and  governing  boards  of  health  systems  agencies  and 
state  health  coordinating  councils . and  (4)  other  technical 
assistance  as  may  be  necessary  in  order  that  such  agencies 
may  properly  perform  their  functions. 

Congress,  in  the  passage  of  P.L.  93-641,  opted  for  a system  of  planning 
and  regulation  in  the  health  field  that  focused  on  broad  participation  by  all 
segments  of  the  community.  If  this  broad  participation  is  to  be  effective, 
there  must  be  strong  support  for  consumer  and  many  provider  on  SHCCs  and  HSAs. 
The  interests  of  the  many  groups  which  are  represented  are  far  from  self  evi- 
dent given  the  technical  complexity  of  the  health  planning  process  and  the 
volume  of  materials  which  must  be  digested  by  board  members.  If  training  is 
not  made  available  on  the  basic  issues  and  options  in  health  care,  then  many 
representatives  will  fall  under  the  control  of  provider  or  other  interest. 

This  amendment  would  mandate  that  the  Secretary,  as  part  of  his  overall 
technical  assistance  program,  provide  training  to  consumer  and  provider  members 
of  HSA  governing  boards  and  bodies  and  to  SHCC  council  members.  In  addition 
to  providing  information  on  the  legislation  and  structural  and  procedural 
issues  within  the  HSA,  training  should  focus  on: 

a)  Disease  prevention 
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b)  Public  and  environmental  health 

c)  The  impact  of  these  practices  on  utilization  and  long  term  cost 
control 

d)  Short  term  cost  control  measures 

e)  Factors  contributing  to  excessive  and  inappropriate  medical  procedures 
and  facility  utilization 


XIV.  HSA  Budget  Review  by  the  Secretary 
Section  1525(a) 

The  Secretary  shall  review  and  approve  or  disapprove  the 
annual  budget  of  each  designated  health  systems  agency 
and  State  Agency.  In  making  such  review  and  approval  or 
disapproval  the  Secretary  shall  consider  the  comments  of 
Statewide  Health  Coordinating  Councils  submitted  under 
section  1524(c)(3)  and  the  comments  of  units  of  general 
purpose  local  government  within  the  health  service  area. 

NACo  feels  that  the  A-95  review  function  has  been  marginally  effective, 
at  best.  Counties  tell  us  that  HSAs  as  well  as  HEW  ignore  their  comments  with 
impunity.  NACo  believes  that  in  the  face  of  this  ineffectiveness,  P.L.  93-641 
should  be  amended  to  insure  that  it  contains  adequate  provisions  for  review  of 
local  governmental  comments  by  the  Secretary.  In  line  with  this  overall  policy 
we  believe  that  Section  1535(a)  should  be  amended  to  require  that  the  Secretary 
to  consider  the  comments  of  local  government  in  his  review  of  HSA  budgets. 


XV.  Funds  for  Renovation  of  Public  General  Hospitals 
Section  1613 

Except  as  provided  in  section  1625(d) , there  are  authorized  to 
be  appropriated  for  allotments  under  section  1510  $140,000,000 
for  the  fiscal  year  ending  September  30,  1980,  $145,000 ,000  for 
the  fiscal  year  ending  September  30,  1981  and  $150 ,000,000  for 
the  fiscal  year  ending  September  30,  1982. 

Section  1625(a) 


[Project  grants  for  upgrading  public  medical  facilities]  (d)  of 
the  sums  appropriated  under  section  1613  for  a fiscal  year, 
there  shall  be  made  available  under  subsection  (a)  for  such  fis- 
cal year  50_  percentum  of  such  funds. 
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Three  out  of  ten  hospitals  in  this  country  are  owned  by  state  or  local 
government.  Often  these  hospitals  provide  access  to  care  for  those  who  are 
unable  to  utilize  private  facilities  due  to  geographic  or  social  barriers. 

In  the  large  urban  area  the  public  general  hospital  (often  county)  has  had 
the  historic  function  of  serving  the  poor.  In  some  states  the  county  is 
mandated  to  provide  this  service.  In  rural  areas,  the  public  general  hospi- 
tal often  provides  exclusive  service.  In  fact,  over  40  per  cent  of  all  rural 
hospitals  are  publicly  operated. 

In  addition  to  their  different  clientele,  the  public  general  hospital 
also  provides  a somewhat  different  array  of  services.  Often,  they  are  the 
only  hospital  to  willingly  accept  alcoholism  and  drug  abuse  cases.  A recent 
study  of  large  urban  hospitals  also  indicated  that  they  provide  three  times 
more  outpatient  services  relative  to  their  inpatient  workload  than  the  average 
community  hospital  of  comparable  size.  In  the  rural  areas,  they  are  a major 
source  of  primary  care. 

This  mix  of  services  has  caused  serious  financial  problems  for  the  public 
general  hospital.  The  patient  in  urban  public  general  hospitals  are  the  most 
poor  and  most  seriously  ill.  Third  party  payment  often  fails  to  meet  expenses, 
and  the  local  governmental  tax  base  provides  the  resources  to  fill  this  gap. 

Rural  public  and  other  general  hospitals  suffer  from  third  party  payment  rates 
which  are  lower  than  urban  rates. 

The  financial  problems  of  local  government  make’s  it  difficult  to  raise 
capital  for  reconstruction  or  renovation  of  the  public  general  hospital.  Tax 
revenues  cannot  meet  their  need,  and  localities  often  must  borrow  at  extremely 
high  interest  rates.  In  some  cases,  localities  are  excluded  from  the  bond  mar- 
ket altogether.  Often  the  physical  plant  is  old  and  renovated  only  with  ex- 
treme difficulty,  yet  renovation  is  required  if  the  hospital  is  to  meet  life 
safety  codes.  Public  funds  deriving  from  sources  other  than  the  property  tax 
is  critical  to  the  upgrading  of  the  public  general  hospital. 

Finally,  it  is  often  noted  that  there  are  an  excessive  number  of  beds, 
primarily  concentrated  in  the  urban  areas.  NACo  agrees  with  this  finding  and 
supports  strong  controls  on  construction  and  renovation.  However,  the  ser- 
vices provided  by  the  public  institutions  are  unique  in  that  they  serve  a 
clientele  which  cannot  obtain  services  elsewhere  and  provide  services,  such 
as  alcohol,  drug  abuse  and  mental  health,  which  are  often  not  provided  by 
other  facilities.  We  believe  that  as  a result  of  these  differences,  gener- 
alizations on  bed  limitations  do  not  necessarily  apply  to  publically  operated 
institutions.  We  believe  that  the  review  of  proposed  renovation  or  construction 
of  public  general  hospital  beds  or  other  facilities  should  take  into  account  the 
specialized  services  of  the  institution.  If  the  proposed  construction  is  needed, 
then  federal  funds  should  be  available  to  finance  it. 

In  addition  to  the  above  specific  proposals,  the  National  Association  of 
Counties  urges  Congress  to  pass  the  following  provisions: 
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a)  To  provide  financial  assistance  for  the  voluntary  closing 
of  unneeded  hospital  services  and  the  conversion  of  hospi- 
tal services ; 

b)  To  require  the  approval  of  the  Governor  of  the  State  Health 
Plan; 
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March  20,  1979 


The  Honorable  Edward  Kennedy 

Chairman,  Senate  Human  Resources 

Subcommittee  on  Health  and  Scientific  Research 

431  Russell  Senate  Office  Building 

United  States  Senate 

Washington,  D.C.  20510 

Dear  Mr.  Chairman: 

As  the  Senate  Subcommittee  on  Health  begins  its  consideration  of  the 
reauthorization  of  the  National  Health  Planning  and  Resources  Development  Act 
(PL  93-641),  I hope  you  will  consider  the  concerns  and  suggestions  expressed 
by  the  nation's  state  legislatures  with  respect  to  that  law.  The  National 
Conference  of  State  Legislatures  very  much  supports  the  goals  and  purposes 
of  the  Health  Planning  Act  and  believes  that,  for  the  most  part,  the  Senate 
Subcommittee  bill  would  go  a long  way  toward  ensuring  that  those  original 
goals  are  fulfilled. 

Given  the  range  and  depth  of  state  governmental  involvement  in  the  health 
care  system,  and  the  need  for  greater  coordination  among  the  various  components 
in  that  system,  we  are  hopeful  that  the  subcommittee's  policy  will  be  one  of 
supporting  a stronger  state  role  at  the  center  of  the  health  planning  system. 

The  major  thrust  of  our  recommendations  relate  to  improving  the  structure 
and  responsibilities  created  by  the  federal  statute,  especially  the  functions 
and  relationships  between  the  local  planning  bodies  (HSAs)  and  the  statewide 
health  coordinating  councils  (SHCCs),  and  the  established  state  and  local 
government  authorities. 

We  believe  that  the  modifications  we  seek  will  contribute  toward  improving 
the  performance  of  these  bodies  and  ensure  overall  accountability. 

The  specific  recommendations  of  the  NCSL  are  as  follows: 

1.  Permit  the  Governor,  with  the  advice  and  consent  of  the  State  Senate, 
to  appoint  the  chairman  of  the  SHCC; 

2.  Provide  authority  to  the  Governor,  in  consultation  with  the  appropriate 
state  legislative  committees,  to  approve  the  state  health  plan  and 
subsequent  revisions  to  it; 

3.  Provide  for  increased  involvement  of  public  elected  officials  on 
the  governing  bodies  of  the  health  systems  agencies;  and 

4.  Expand  federal  financial  assistance  to  States  that  are  interested 
in  experimenting  with  hospital  rate  review  and  rate  setting. 
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Finally,  I would  like  to  draw  your  attention  to  one  element  in  last  year's 
legislation  which  our  organization  specifically  objects  to.  The  language 
would  change  the  law  to  read:  "each  certificate  of  need  in  the  State  that  is 
issued  must  be  based  solely  on  the  record  established  in  administrative  and 
judicial  proceedings  held  with  respect  to  an  application  for  such  certificate 
in  order  for  such  certificate  of  need  program  to  be  in  compliance."  The  report 
language  suggested  that  this  amendment  is  needed  to  check  the  practice  in 
some  States  in  which  the  state  legislature  enacts  state  legislation  directing 
the  State  Agency  to  approve  specific  projects. 

We  have  three  principal  concerns  with  this  amendment.  First,  there  has 
not  been  a widespread  practice  on  the  part  of  state  legislatures  in  overriding 
State  Agency  decisions  on  certificate  of  need.  In  fact,  since  the  inception 
of  PL  93-641  there  are  only  two  incidents  wherein  a legislature  exempted  a 
particular  hospital  from  the  certificate  of  need  process,  and  in  one  of  those 
situations,  the  exemption  was  declared  unconstitutional  by  the  State  Supreme 
Court.  Hence,  we  feel  it  is  a bad  precedent  to  establish  national  policy  based 
solely  upon  two  exceptional  occurrences.  Secondly,  and  relatedly,  most  States 
have  laws  which  prohibit  special  exception  or  special  treatment  legislation. 
Thirdly,  the  amendment  is  an  affront  to  the  large  majority  of  state  legislative 
bodies  that  have  enacted  certificate  of  need  programs  and  are  working  hard 
to  ensure  that  they  operate  effectively  and  in  accordance  with  legislative 
intent.  Such  an  amendment  could  effectively  undermine  the  general  goodwill 
and  cooperative  relations  that  have  existed  between  the  legislatures,  the 
Congress  and  the  Department  of  HEW  in  pursuit  of  common  health  planning  and 
resources  development  objectives. 

Thank  you  very  much  for  your  consideration. 

Sincerely, 


Mary  Marshall 

Chairperson,  Human  Resources 

Committee  of  NCSL 

Delegate  Commonwealth  of  Virginia 


y/ohn  Bragg  U 

'Chairman,  State-Federal 
Assembly  of  NCSL 

Chairman,  Tennessee  House  Finance, 
Ways  and  Means  Committee 
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DEPARTMENT  OF  HEALTH,  EDUCATION,  AND  WELFARE 
NATIONAL  COUNCIL  ON  HEALTH  PLANNING  AND  DEVELOPMENT 


180  N.  LaSalle  St. 
Suite  1521 

Chicago,  Illinois  60601 
(312)  744-6696 


April  19,  1979 


Senator  Edward  M.  Kennedy 
Chairman 

Subcommittee  on  Health  and 
Scientific  Research 
431  Russell  Senate  Office  Bldg. 
Washington,  D.C.  20510 


Dear  Senator  Kennedy: 

The  National  Council  on  Health  Planning  and  Development, 
established  under  P.L.  93-641  as  an  advisory  body  to 
the  Secretary  of  the  Department  of  Health,  Education, 
and  Welfare,  wishes  to  express  its  concern  regarding 
the  continued  and  appropriate  funding  of  the  national 
health  planning  process  and  structure. 

The  national  health  planning  program,  which  began  only 
three  short  years  ago,  is  beginning  to  show  some  very 
tangible  and  positive  results  of  its  actions.  We  urge 
that  a bill  to  extend  the  Planning  Act  be  acted  upon 
as  soon  as  possible  so  we  may  continue  to  fulfill  the 
mandate  you  set  for  us  in  this  Act. 

Additionally,  we  urge,  that  in  your  deliberations,  you 
clarify  the  issue  of  immunity  from  anti-trust  actions 
resulting  from  resource  allocation  decisions  made  by 
or  at  the  request  of  Health  Systems  Agencies  (HSA's) . 
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Senator  Edward  M.  Kennedy 
April  19,  1979 
Page  Two 


If  the  National  Council  can  be  of  any  assistance  to 
you  or  your  Committee  in  this  process,  please  do  not 
hesitate  to  contact  me. 


Sincerely, 


Sally  Berger,  Chairman 
National  Council  on  Health 
Planning  and  Development 


SB : rms 

cc:  All  National  Council  Members 

Henry  Foley,  Ph.D.,  Administrator 
Health  Resources  Administration 
Colin  Rorrie,  Ph.D.,  Director 
Bureau  of  Health  Planning 
Florence  Fiori,  Dr.  P.H.,  Director 
Bureau  of  Health  Facilities 

Financing,  Compliance  & Conversion 
S.  Judy  Silsbee,  Executive  Secretary 
National  Council  on  Health  Planning 
& Development 


555 


recoc 


Grand  Central  on  the  Park  .216  First  Avenue  South  . Seattle,  Wash.  98104  • 206/464-7090 


Puget  Sound  Council  of  Governments 


March  20,  1979 


The  Honorable  Edward  M.  Kennedy 
The  United  States  Senate 
Russell  Senate  Office  Building 
Washington,  D.  C.  20510 

Dear  Senator  Kennedy: 

As  you  know,  Section  1531  of  the  National  Health  Planning 
and  Resources  Development  Act,  P.L.  93-641,  defines  as  an 
indirect  provider  the  spouse  or  a member  of  the  immediate 
family  of  a direct  provider. 

The  Puget  Sound  Council  of  Governments  has  become  very 
active  in  health  planning  matters  in  recent  years  in  coopera- 
tion with  our  local  Health  Systems  Agency.  Our  increasing 
awareness  of  the  provisions  of  P.L.  93-641  convinces  us  that 
the  rule  classifying  a person  as  a provider  because  their 
spouse  is  one  has  an  unfortunate  discriminatory  effect. 

While  it  may  not  have  been  intended,  the  rule  results  in 
many  persons  being  disqualified  from  participating  in  health 
matters  because  their  husbands  or  wives  are  doctors  or  other 
direct  providers.  Today,  perhaps  more  than  ever  before, 
people  are  of  independent  mind  and  ought  not  be  classified  in 
terms  of  their  spouses ' outlook  on  health  or  other  public 
policy  issues. 

I Because  of  your  national  stature  in  health  matters  and  your 
j chairmanship  of  the  Subcommittee  on  Health  and  Scientific 
| Research,  I draw  your  attention  to  this  matter  so  that  you 
jmight  introduce  an  amendment  to  the  Act  to  correct  this 
j basic  unfairness  to  people  all  over  America  who  are  able  and 
| anxious  to  participate  in  shaping  our  health  policies  but 
who  are  prevented  from  doing  so  by  the  accident  of  their 
marital  status. 

Thank  you  for  your  interest  and  support. 

\ 


Lorraine  Hine,  President 
Mayor,  City  of  DesMoines 
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Committee  on  Political  Education 

Service  Employees  International  Union,  AFL-CIO/CLC 
2020  K Street,  N.W.,  Washington,  D.C.  20006 
George  Hardy,  International  President 
Anthony  G.  Weinlein,  International  Secretary-Treasurer 
Richard  E.  Murphy,  COPE  and  Legislative  Director 
(202)  452-8750 


Statement 
of  the 

Service  Employees  International  Union,  AFL-CIO 
Before  the 

Subcommittee  on  Health  and  Scientific  Research 
Senate  Committee  on  Human  Resources 
Hearings  on  the  Health  Planning  Amendments  of  1979 
to  the  Public  Health  Service  Act 
S.  544 

April  3,  1979 
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The  following  statement  represents  the  views  of  George 
Hardy,  president  of  the  Service  Employees  International  Union 
which  represents  over  600,000  workers  in  public  and  private 
employment,  including  over  225,000  healthcare  workers. 

Health  planning,  as  established  in  Public  Law  94-641, 
supplies  an  orderly  rational  approach  to  health  resource 
allocation  but  the  interim  period  since  enactment  of  the  plan- 
ning law  has  not  been  problem-free.  S.  544  attempts  to  resolve 
some  of  these  shortcomings  and  omissions.  However,  we  feel 
that  the  proposed  health  planning  amendments  of  1979  could  be 
greatly  strengthened  in  several  key  areas. 

Our  most  immediate  concern  is  with  the  proposed  Part  G of 
Title  XVI  which  seeks  to  assist  and  encourage  the  discontinuance 
of  unneeded  hospital  services.  As  long  as  efficient  utiliza- 
tion of  all  healthcare  resources  is  the  primary  aim  of  the 
planning  process,  we  feel  that  wasting  healthcare  manpower 
resources  is  incompatible  with  proper  health  planning. 

We  greatly  appreciate  the  fact  that  Sec.  1643  has  been 
strengthened  this  year  to  provide  for  proper  consideration  of 
the  possible  deleterious  effects  of  closures  and  cutbacks  on 
healthcare  workers.  We  fully  support  Sec.  1643  (e)  which  requires 
certification  of  cutback  plans  by  the  Secretary  of  Labor  to 
insure  that  fair  and  equitable  arrangements  have  been  made  to 
protect  the  interests  of  employees  including  reassignment  to 
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other  jobs,  retraining  programs,  maintenance  of  pension  and 
health  benefits  and  protecting  collective  bargaining  rights. 

We  feel  that  Sec.  1643  (e)  correctly  recognizes  that  effective 
manpower  planning  in  the  healthcare  indsutry  means , not  only 
stimulating  the  supply  of  trained  personnel  when  shortages 
exist,  but  also  means  dealing  responsibly  with  dislocations 
and  temporary  maldistribution  problems  when  they  occur. 

Effective  health  manpower  planning  should  be  consistent 
with  overall  employment  strategies  developed  for  the  economy. 
Sec.  1643  (e)  would  go  a long  way  toward  bringing  health 
planning  legislation  into  conformance  with  national  employment 
goals  and  provide  coordination  of  purpose  with  federal  manpower 
policy  efforts. 

We  would  go  farther  in  urging  the  addition  of  another 
type  of  incentive  payment  which  would  be  earmarked  for  handling 
potential  unemployment  problems. 

Part  G of  Title  XVI  should  be  appropriately  amended  to 
establish  an  incentive  payment  to  other  hospitals  in  the  health 
service  area  which  are  willing  to  accept  displaced  hospital 
workers  in  their  facilities.  This  should  be  a reasonable  incen- 
tive structure  that  coupled  with  a strict  attrition  program 
would,  within  a reasonable  period  of  time,  return  the  hiring 
institution  to  appropriate  levels  of  staff.  (Tying  the  incen- 
tive payment  structure  to  a strict  attrition  program  would 
prevent  permanent  overstaffing) . Furthermore,  where  immediate 
placement  in  other  facilities  in  the  area  is  impossible,  these 
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incentive  payments  should  be  expended  for  retraining  and  assisting 
displaced  workers  secure  other  suitable  employment.  These 
proposals  would  not  totally  remove  the  negative  employment 
effects  of  discontinuing  hospital  services  but  would  represent 
a positive  program  for  efficient  utilization  of  health  man- 
power within  the  context  of  national  employment  goals. 

With  respect  to  other  portions  of  the  bill,  we  heartily 
support  the  additional  staff  requirements  listed  in  Sec.  105 
for  health  systems  agencies,  to  assure  expertise  in  financial 
and  economic  analysis  and  public  health  and  disease  prevention. 

The  full  potential  of  HSAs  as  planning  instruments  can  only  be 
realized  if  proper  analysis  of  the  economic  impact  of  various 
healthcare  decisions  is  carried  out  and  if  HSAs  concentrate 
on  plans  for  improving  the  "wellness"  of  the  members  of  their 
respective  communities  instead  of  merely  looking  at  resources 
for  dealing  with  illness.  We  are  particularly  pleased  that 
S.  544  makes  some  effort  to  supply  consumer  members  of  HSA 
boards  with  research  assistance  to  help  analyze  technical 
documents  and  evaluate  alternatives. 

In  addition.  Sec.  149  (c)  which  would  require  that  Centers 
for  Health  Planning  develop  and  disseminate  methodologies  to 
educate  new  board  members  and  staff,  represents  an  improvement 
over  the  current  level  of  educational  effort.  However,  we  would 
strongly  suggest  that  such  educational  initiatives  be  primarily 
devoted  toward  upgrading  the  consumer  members  of  HSAs  who  are 
often  frustrated  by  the  technical  jargon  used  by  providers 


and  staff 
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Greater  involvement  in  health  planning  by  major  health- 
care purchasers  such  as  labor  unions  and  corporations  needs 
to  be  encouraged  in  order  that  planning  agencies  may  benefit 
from  the  expertise  and  experience  of  such  groups.  Recognition 
of  labor  unions  and  corporations  as  major  purchasers  of  health- 
care in  Sec.  110  should  prove  helpful  toward  that  end.  Addi- 
tional labor  and  management  health  planning  input  is  likely 
to  be  gained  through  the  Sec.  141  (b)  proposal  to  allow  con- 
sumers who  serve  on  boards  of  other  health  organizations 
and  agencies  to  be  considered  as  consumers,  rather  than  in- 
direct providers.  Many  knowledgeable  labor  and  management 
representatives  currently  fall  into  this  category. 

We  believe  that  Sec.  113  which  amends  Sec.  1512  (b)  (3)  (c)  (ii) 
to  explicitly  include  nonprofessional  health  workers  as  pro- 
vider members  of  the  HSA  governing  body  is  long  overdue.  It 
is  about  time  that  a group  that  represents  a majority  of  the 
healthcare  industry  labor  force  had  a voice  in  planning  health- 
care delivery. 

At  the  same  time  we  feel  that  consumers  should  constitute 
at  least  60  percent  of  the  membership  of  an  HSA  governing  body. 

We  recommend  amending  Sec.  1512  (b) (3) (c)  appropriately. 

Inasmuch  as  P.L.  93-641  lists  the  development  of  HMOs  as 
among  the  top  national  health  priorities,  we  believe  that  HMOs 
should  be  evaluated  within  a specially  developed  HMO  frame  of 
reference.  Therefore,  we  support  the  intent  of  S.  544  to  promote 
HMOs,  and,  further,  endorse  the  establishment  of  a requirement 
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that  would  prevent  HMOs  from  being  discriminated  against  in 
State  certificate  of  need  programs.  Hospital  based  HMOs  as 
a group  have  demonstrated  substantial  economies  compared  to  the 
fee-for-service  sector.  HMOs  encourage  efficiency  and  eliminate 
waste  in  healthcare  delivery,  thereby  moderating  the  rise  in 
healthcare  costs . It  makes  good  economic  sense  to  promote 
their  development.  Artificial  obstacles  placed  in  the  path 
of  HMOs  by  the  healthcare  establishment  in  certain  communities 
through  their  dominance  of  the  planning  process  should  be  removed. 

Finally,  we  strongly  support  amending  the  planning  law  to 
broaden  State  certificate  of  need  requirements  to  include 
expensive  equipment  with  a value  over  $100,000  regardless  of 
location  except  when  such  equipment  is  utilized  exclusively 
for  patients  of  health  maintenance  organizations . This  would 
close  the  loophole  by  which  private  physicians  have  installed 
in  their  offices  expensive  diagnostic  or  therapeutic  equipment, 
such  as  "CAT"  scanners,  which  unnecessarily  duplicate  equipment 
already  available  in  the  community.  Healthcare  costs  have  been 
unnecessarily  pushed  up  by  the  increasing  price  and  proliferation 
of  new  technology.  The  amendment  we  propose  will  be  of  great 
benefit  in  discouraging  circumvention  of  the  health  planning 
process. 

We  thank  the  committee  for  the  opportunity  to  present  our 
views  on  the  proposed  health  planning  amendments  of  1979  and 
we  strongly  urge  you  to  consider  our  recommendations  for  strengthening 
the  proposed  legislation. 
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Washington  Business  Group  on  Health 


March  19,1979 


Senator  Edward  M.  Kennedy 
Chairman 

Subcommittee  on  Health  and 
Scientific  Research 
Room  310B 

Senate  Courts  Annex 
Washington,  DC  20510 

Dear  Senator  Kennedy: 

I am  writing  to  express  the  support  of  our  organization  for  S.544,  the  Health 
Planning  Amendments  of  1979. 

As  you  may  recall,  last  year  we  appeared  before  your  committee  to  speak  on  be- 
half of  S.2410.  Now,  14  months  later,  our  support  for  the  continuation  and 
improvement  of  the  planning  system  has  been  increased. 

Our  reason  for  this  growing  commitment  is  simple:  we  have  seen  that  the  system 
can  work.  That  is  not  to  say  that  it  now  works  well  in  every  location  or  may 
ever  do  so.  However,  it  is  to  say  that,  in  a remarkably  short  period,  a pro- 
cess has  been  developed  which  is,  increasingly,  demonstrating  the  capacity  to 
impose  a new  rigor  and  professionalism  on  resource  allocation  decisions.  Per- 
haps even  more  important,  the  HSAs  are  increasingly  the  focal  point  of  a new 
community-wide  examination  of  local  health  needs. 

Business  support  for  health  planning  could  easily  be  misunderstood.  We  are 
not  giving  a blanket  endorsement  to  a regulatory  approach.  One  of  the  virtues 
of  the  P.L. 93-641  design  is  its  local  flexibility.  For  the  long-term  future 
of  the  U.S.  health  delivery  system  we  believe  a balance  must  be  struck  between 
the  resource  allocation  system  and  free  competition  among  the  broadest  range 
of  providers  for  those  resources.  Not  every  community  will  achieve  the  desired 
balance  simultaneously  or  with  equal  effectiveness . The  Congress  and  Adminis- 
tration, we  respectfully  submit,  must  be  open  to  varying  rates  of  progress,  to 
opportunities  for  experimentation  and  innovation. 

A few  specific  comments  on  S.544: 

1.  we  applaud  your  inclusion  of  "mental  health  resources"  throughout  the 


2.  we  endorse  the  consumer  member  assistance  in  Sec.  109(a) 

3.  we  are  very  pleased  to  see  the  contribution  and  participation  of  both 
corporations  and  unions  recognized  in  Sec.  110. 

4.  Sec.  115:  agree  that  all  subcommittees  should  have  a consumer  majority 
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5.  Sec.  123:  the  inclusion  of  "cost  effectiveness"  is  endorsed. 

6.  S.132:  while  supportive  of  the  intent  of  this  section  to  speed  the  state 
agency  designation  process,  we  are  concerned  that,  in  some  areas,  those 
opposed  to  planning  and  federal  funding  for  health  care  may  simply  use 
the  proposed  sanction  process  to  lessen  their  delivery  system.  While,  on 
the  surface  this  seems  improbable,  the  Medicaid  experience  is  painfully 
illustrative. 

7.  Sec.  135(7):  has  the  cost  of  this  technical  assistance  been  established 
and  could  this  not  be  used  as  an  appeal/delay  factor  by  those  whose  pro- 
posed projects  are  rejected?  i.e.:  "we  did  not  receive  proper  federal  as- 
sistance". 

8.  the  increased  standing  provided  HMOs  is  good.  If  alternative  delivery 
mechanisms  are  ever  to  prove  cost  and  quality  effective,  they  must  have 
the  opportunity  to  be  initiated. 

9.  the  amendments  to  Sec.  1523  to  provide  some  control  over  the  use  of  high 
cost  equipment  outside  the  in-patient  setting  are  endorsed. . .but  only 
should  stronger  measures  such  as  those  proposed  in  Sec.  141  of  S.2410 
not  be  an  acceptable  alternative. 

10.  Sec.  1641:  this  is  certainly  needed  but  to  be  effective  we  would  note 
that  the  Congress  and  Administration  will  have  to  face  the  anti-trust 
issues  this  section  raises.  It  is  simply  not  reasonable  to  ask  each 
HSA  and  individual  hospitals  to  follow  the  guidance  of  HEW  and  this 
Section  to  risk  near  certain  attack  from  other  government  agencies  and 
the  courts. 

11.  Sec.  1642:  we  endorse  the  incentive  payment  system. 

I hope  these  brief  comments  are  of  use  and  that  you  will  convey  our  support  for 
S.544  to  such  other  Members  as  may  be  interested.  If  we  can  be  of  further 
help,  please  call. 


Sincerely  yours. 


Willis  B.  Goldbeck 
Director 


WBG/jlc 


cc:  Secretary  Joseph  Calif ano 
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Legislative  Changes  in  P.L.  93-641  Regarding  Appropriateness 
Review 


Sections  1513  and  1523  of  P.L.  93-641  excerpted  below,  mandate  the 
development  of  an  Appropriateness  Review  (AR)  Program  to  be  performed  by 
HSAs  and  SHPDAs. 

Section  1513(g)(1):  "Except  as  provided  in  paragraph  (2),  each 

health  systems  agency  shall  review  on  a periodic  basis  (but  at 
least  every  five  years)  all  institutional  health  services  offered 
in  the  health  service  area  of  the  agency  and  shall  make  recommendations 
to  the  State  health  planning  and  development  agency  designated 
under  section  1521  for  each  State  in  which  the  health  systems 
agency's  health  service  area  is  located  respecting  the  appropriate- 
ness in  the  area  of  such  services. 

(2) : A health  systems  agency  shall  complete  its  initial 

review  of  existing  institutional  health  services  within  three  years 
after  the  date  of  the  agency's  designation  under  section  1515(c)." 

Section  1523(b)(3):  "A  State  Agency  shall  complete  its  findings 

with  respect  to  the  appropriateness  of  any  existing  institutional 
health  service  within  one  year  after  the  date  a health  systems 
agency  has  made  its  recommendation  under  section  1513  (g)  with 
respect  to  the  appropriateness  of  the  service." 

To  date,  only  proposed  regulations  have  been  issued  by  DHEW  regarding 
the  administration  of  this  function.  Unfortunately,  these  regulations 
give  little  further  guidance  and  direction  to  those  who  must  implement 
and  administer  this  major  activity.  Furthermore,  based  on  the  mandate 
expressed  in  P.L.  93-641  and  the  proposed  regulations  (42  CFR  123.600), 

I anticipate  a number  of  problems  occurring  in  Wisconsin  and  the  rest  of 
the  nation. 
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First,  the  resources  currently  available  to  most  Health  Systems  Agencies 
(HSAs)  and  State  Health  Planning  and  Development  Agencies  (SHPDAs), 
including  those  in  Wisconsin,  are  not  sufficient  for  developing  and 
implementing  an  AR  Program.  Several  aspects  of  the  law  and  proposed 
regulations  have  the  potential  for  creating  undesirable  consequences. 

The  federal  requirement  that  reviews  of  "all  existing  institutional 
health  services"  be  completed  by  HSAs  within  three  years  of  full  des- 
ignation and  by  SHPDAs  within  five  years  of  full  designation,  is  unrealistic 
in  that  the  level  of  effort  that  would  be  required  to  implement  this  one 
requirement  in  the  law  is  staggering  in  view  of  the  review  process 
outlined  in  the  proposed  regulations.  It  should  also  be  recognized  that 
health  planning  and  project  review  (Certificate  of  Need)  are  formidable 
tasks  which  have  fully  taxed  or,  in  many  cases,  overtaxed  existing 
agency  resources  at  both  the  areawide  and  state  level.  Implementing 
Health  Systems  Plans  and  Annual  Implementation  Plans  (many  of  which  fall 
technically  far  short  of  what  the  federal  government  envisioned)  will  be 
an  even  bigger  challenge  in  the  face  of  limited  allocations  for  health 
planning.  In  addition,  the  development  process  suggested  by  the  federal 
government  for  the  AR  Program  is  bound  to  be  arduous  and  protracted  due 
to  the  requirement  that  HSAs  and  the  SHPDA  agree  on  and  adopt  similar 
criteria  and  standards,  procedures,  categories  and  definitions  of  covered 
services,  review  schedules,  data  requirements,  mechanisms  for  obtaining 
the  data,  and  so  on.  Supplementary  information  contained  in  the  proposed 
regulations  recognizes  these  problems: 

"Of  particular  concern  to  the  Secretary  is  the  potentially  enormous 
work  load  involved  in  this  function.  While  there  is  very  little 
relevant  experience,  there  is  little  question  that  the  appropriateness 
review  function  could  severely  tax  the  resources  of  a given  agency 
and,  therefore,  weaken  its  entire  program." 

The  Secretary's  fears  may  materialize  unless  States  are  allowed  to 
implement  AR  for  selected  services  only  (deemed  to  be  of  high  priority 
to  the  State).  Requiring  the  review  of  all  services  within  a specified 
time  period  will  dilute  the  effort  which  can  be  given  to  reviews  of 
individual  health  services. 

Secondly,  because  of  the  desired  outcome  of  AR  (specific  findings  regarding 
the  appropriateness  of  an  institution's  provision  of  services),  enormous 
pressure  can  be  expected  to  be  exerted  on  both  the  SHPDA  and  HSAs  throughout 
the  development  and  implementation  of  the  AR  Program.  In  view  of  this, 

I feel  very  uneasy  about  the  notably  weak  legal  basis  with  which  these 
reviews  would  be  performed.  Foremost  among  my  concerns  are  the  lack  of 
authority  under  which  the  HSAs  and  SHPDA  can  require  data  to  be  submitted 
by  institutions,  the  lack  of  incentives  for  institutions  to  relay  accurate 
data,  and  the  probability  that  many  of  the  institutions  found  "inappropriate" 
will  bring  suit  against  the  State  and  HSAs  on  the  basis  that  their 
reputations  and,  therefore,  their  abilities  to  perform,  have  been  damaged 
unjustly.  It  is  my  opinion  that  any  State  should  be  very  hesitant  to 
exercise  a police  power  (AR)  that  has  no  sanction  and  no  State  legislative 
authority.  Our  Certificate  of  Need  Program  requires  the  application  of 
extensive  legal  resources  to  remain  viable,  as  will  our  Decertification 
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Program.  To  add  the  legal  burdens  of  a third  program  at  this  time  would 
not  be  in  the  interest  of  maintaining  effective  Certificate  of  Need  and 
Decertification  Programs  in  Wisconsin. 

Thirdly,  an  AR  Program,  as  proposed  by  the  federal  government,  would 
duplicate  the  existing  Decertification  Program  in  Wisconsin  for  special- 
ized hospital  services  (open  heart  surgery,  cardiac  catheterization, 
renal  dialysis,  kidney  transplantation,  radiation  therapy,  computed 
tomography,  and  neonatal  intensive  care) . This  is  clearly  undesirable 
for,  as  federal  law  is  stated,  we  must  coordinate  the  two  programs  with 
the  realization  that  they  overlap,  are  based  on  similar  principles,  and 
seek  to  achieve  similar  goals.  We  in  Wisconsin  are  proud  of  our  policies 
in  this  area,  and  are  dismayed  by  the  prospects  of  duplicative  programs. 
Perhaps  the  statutes  may  be  rewritten  to  give  States  with  decertification 
authority  an  exemption  from  having  to  operate  a duplicative  program. 

Finally,  AR  does  not  need  to  be  implemented  as  a distinct  and  autonomous 
program  to  be  performed  by  HSAs  and  SHPDAs.  The  Southeastern  Wisconsin 
Health  Systems  Agency  is  already  conducting  what  could  be  called  AR  as 
an  adjunct  to  its  existing,  ongoing  process  of  plan  development.  That 
is,  its  plans  for  institutional  health  services  already  identify  to  some 
extent  the  "appropriate"  system  of  care  and  the  actions  specific  institutional 
providers  should  take  to  implement  that  system. 

In  summary,  given  the  limited  financial  resources  for  the  support  of 
health  planning,  the  difficulties  which  would  have  to  be  overcome  in 
developing  and  implementing  this  program,  the  predictable  political 
sensitivity  of  the  program,  and  the  likely  duplication  of  AR  with  our 
existing  decertification  program;  it  is  reasonable  to  fear  that  an  AR 
Program  in  Wisconsin  and  other  states  would  fall  far  short  of  expectations 
at  the  areawide,  state,  and  federal  level.  Consequently,  I am  urging 
you  actively  to  support  the  following  recommendations: 

1.  Primarily,  I would  like  to  recommend  that  P.L.  93-641  and  the 
proposed  regulations  be  amended  to  the  extent  that  sanctions  would 
be  attached  to  appropriateness  reviews,  perhaps  similar  to  the 
withholding  of  federal  funds  as  found  in  the  1122  Program.  Further, 
give  States  much  more  flexibility  in  the  scope  of  services  covered 
(by  not  requiring  review  of  all  institutional  health  services) , in 
the  manner  in  which  the  SHPDA  and  the  HSAs  define  their  respective 
roles  in  the  development  and  implementation  of  the  AR  Program,  and 
by  allowing  States  with  Decertification  Programs  to  wholly  or 
partially  forego  aspects  of  AR. 

2.  Failing  this,  I recommend  that  AR,  as  a distinct  activity,  be 
stricken  from  revisions  to  P.L.  93-641.  In  its  place,  legislation 
should  be  enacted  requiring  States  to  administer  a Decertification 
Program.  Minimum  requirements  for  a Decertification  Program, 
similar  in  type  to  those  specified  in  Certificate  of  Need  regulations, 
would  buttress  the  legitimacy  of  our  Decertification  Program,  and 
more  directly  reflect  Congress'  original  intent  with  AR. 
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Mr.  Chairman, 

I am  Joyce  Clifford,  speaking  on  behalf  of  the  American  Nurses' 
Association,  urging  prompt  enactment  of  S.230,  the  Nurse  Training  Act,  to 
extend  the  program  of  assistance  to  nursing  schools  and  students  through 
fiscal  1980.  As  Director  of  Nursing  Services  at  Boston's  Beth  Israel  Hospital, 
I am  also  speaking  as  a concerned  nurse  administrator  and  a troubled  employer 
of  registered  professional  nurses. 

My  experience  in  nursing  spans  nearly  23  years  in  the  practice  of  nursing 
in  Connecticut,  New  Hampshire,  Alabama,  Indiana,  and  Massachusetts.  For 
more  than  half  of  this  time,  I have  been  involved  in  nursing  administration. 
Typically,  the  most  over-riding  issue  that  I have  had  to  face  is  the  proper 
staffing  of  health  care  programs  to  meet  the  requirements  of  patients  and  their 
families  at  a time  when  they  most  critically  need  assistance.  Throughout 
my  lifetime  in  nursing,  there  has  been  and  continues  to  be  a shortage  of 
well  prepared  nurses  to  meet  these  requirements.  President  Carter's 
conclusion  that  "the  outlook  is  good  for  adequate,  sustained  growth  in 
the  supply  of  nurses"  runs  contrary  to  the  conclusions  arrived  at  by  those 
of  us  involved  in  the  recruitment  for  and  staffing  of  health  care  facilities. 
Nursing  service  administrators  throughout  this  country  report  high  vacancy 
rates  in  R.N.  positions.  A recent  survey  of  the  American  Hospital  Association 
revealed  that  of  43  state  hospital  associations  contacted,  33  reported  an 
overall  shortage  of  nurses,  5 others  reported  a shortage  of  nurses 
prepared  in  specialized  areas,  and  only  5 state  associations  reported  no 
shortage  of  nurses.  In  California,  17%  of  the  budgeted  R.N.  positions 
in  hospitals  are  unfilled.  In  Milwaukee  12%,  in  western  Tennessee  33%,  in 
Texas  14%  and  in  Arizona  21%.  A very  recent  report  from  the  Illinois 
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Hospital  Association  reports  a Portage  of  3,500  nurses.  At  the  same  time, 
a study  recently  completed  by  the  Western  Interstate  Commission  for  Higher 
Education,  a study  commissioned  by  the  Department  of  Health,  Education  and 
Welfare,  projects  an  increase  of  at  least  48%  in  order  to  meet  the  nation's 
needs  for  nurses  in  1982.  The  Bureau  of  Labor  statistics  also  indicate  an 
expanding  demand  for  nurses  with  projections  of  240,000  more  jobs  in  nursing 
by  1985.  Data,  however,  provided  through  the  National  League  for  Nursing 
shows  that  even  with  current  funding,  there  is  a zero  growth  rate  in  basic 
nursing  education  admissions  and  graduations. 

I am  troubled  by  these  facts . There  is  a shortage  of  nurses  in  this 
country  and  discontinuation  of  funds  for  the  preparation  of  nurses  will  go 
right  to  the  bedside  of  the  consumer.  Their  health  care  needs  will  be 
placed  at  risk  as  the  resources  decline  for  training  to  meet  those  needs. 

We  are  all  too  aware  of  the  dissatisfaction  expressed  by  the  consumer 
of  fragmented  health  care.  We  have  heard  the  cry  for  continuity  and  improved 
planning  for  high  quality  care.  We  have  begun  to  make  changes  in  the 
delivery  system  but  without  support  for  the  continued  preparation  of  well 
qualified  nurses,  we  will  not  be  able  to  continue. 

But  it  is  more  than  numbers.  It  is  more  than  the  high  vacancy  rates 
in  registered  nurse  positions  throughout  this  country.  Continuation  of 
these  funds  is  critical  for  specialized  areas  and  the  development  of 
leadership  positions.  The  intensity  and  complexity  of  patient  care  show 
no  sign  of  slowing  down.  Such  complexity  has  a direct  impact  on  the 
utilization  of  nurses,  the  need  for  not  just  more  — but  for  more  skillfully 
prepared  professionals  as  well.  As  you  know,  the  average  length  of  a patient's 
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hospital  stay  continues  to  be  shortened.  At  the  same  time,  the  complexity 
of  care  required  by  the  shortened  time  frame  has  increased  substantially. 

The  level  of  complexity  I speak  of  did  not  exist  in  the  past.  Patients 
died  before  they  reached  these  complex  stages.  We  boast' of  the  most  advanced 
technology  and  most  sophisticated  medical  regimens.  When  confronted  with 
serious  illness,  all  of  us  demand  and  expect  to  receive  the  desired  outcomes 
of  this  level  of  knowledge.  Survival  alone  is  no  longer  good  enough;  the 
quality  of  life  is  of  ultimate  importance. 

Hospitals  and  other  health  care  agencies  have  responded  to  the  challenge 
of  technological  complexity  intermingled  with  the  requirement  to  be  more 
personal  and  humane  in  our  approach  to  the  patient.  One  of  the  most 
significant  of  these  developments  is  Primary  Nursing,  where  the  registered 
nurse  assumes  full  24  hour  accountability  for  the  nursing  plan  of  care  for 
her  specific  patients.  Primary  Nursing  means  that  the  registered  nurse 
is  providing  care  directly  to  a caseload  of  patients  rather  than  care 
through  others.  It  means  that  coordination  of  diagnosis,  therapy  and 
education  with  patients,  family  members,  physicians  and  other  health  care 
personnel  is  the  responsibility  of  the  registered  professional  nurse.  Such 
coordination  is  crucial  in  today's  complex  system,  and  it  demands  highly 
trained,  well  prepared  professionals  who  respond  to  more  than  the  increased 
technology  and  medical  specialization.  It  demands  professionals  who  are 
prepared  to  confront  complex  ethical  decisions,  the  serious  issues  of 
informed  consent,  patient's  rights,  and  the  patient's  ability  to  cope 
following  discharge. 

Today  we  are  faced  with  an  increase  in  our  aged  population,  a group 
still  seriously  neglected.  It  is  the  professional  nurse  who  must  assume 
leadership  in  meeting  the  health  needs  of  this  group.  Aged  persons  at  an 
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acute  care  hospital  present  multiple  diagnoses  and  needs  for  care.  What 
may  be  taken  for  granted  in  the  younger  person  cannot  be  assumed  for  the 
elderly.  Their  level  of  dependency  coupled  with  that  complexity  requires 
increased  nursing  hours  and  more  importantly,  sophisticated  professionals 
who  provide  more  than  custodial  care  or  studied  neglect ! The  needs  go 
beyond  the  hospital,  for  sophisticated,  multi-service  discharge  planning 
is  required;  the  need  to  extend  nursing  services  into  community-based  and 
home  health  services  is  critical  to  the  delivery  of  accessible,  effective 
and  cost-prudent  health  programs  in  the  future. 

A major  objective  of  the  Nurse  Training  Act  was  to  prepare  nurses  at 
the  graduate  level  to  fill  leadership  positions  in  nursing  service  administration 
and  supervision.  While  numbers  of  nurses  is  of  significance  to  us,  it 
is  in  this  area,  the  need  for  well  qualified  nurse  leaders  and  managers, 
that  you  will  find  the  deepest  concensus  and  concern  among  nursing  service 
administrators.  Even  in  Boston,  with  its  relatively  high  ratio  of  nurses, 
we  face  serious  hurdles  as  we  attempt  to  fill  leadership  positions. 

At  the  Beth  Israel  Hospital,  for  example,  an  open  head  nurse  position, 

our  most  critical  first  line  manager,  averages  four  to  six  months  to  fill 

with  the  right  person.  Even  then,  we  find  ourselves  providing  extensive 

on-the-job  training  and  continuing  education  in  order  to  prepare  the 

nurse  manager  for  that  role.  The  average  yearly  budget  responsibility 

of  a Head  Nurse  at  the  Beth  Israel  Hospital  ranges  from  $300,000  to  over 

$5o0,000.  Our  Head  Nurses  assume  complete  managerial  accountability  for 

all  staff  assigned  to  their  unit,  staff  they  ha\e  interviewed  and  selected 

themselves.  Such  Head  Nurses  directly  influence  the  efficiency  and  effectiveness 

of  the  delivery  system.  They  manage  an  average  of  30  staff  members  - a 

major  responsibility  in  any  organization. 
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Equally  as  critical  is  the  dearth  of  qualified  nursing  service  administrators 
in  this  country.  It  is  common  for  executive  recruiters  to  frequently 
contact  practicing  nursing  service  administrators  looking  for  candidates 
to  fill  one  of  the  many  open  positions  either  at  the  top  level  of 
administration  or  the  second  level.  Results  provided  by  5,326  hospitals 
of  a 1977  survey  conducted  by  the  American  Society  of  Nursing  Service 
Administrators  shows  that  only  27.3%  of  the  nurse  administrators  in  these 
hospitals  held  a master's  degree.  Nearly  half,  or  48.1%  of  the  nursing  service 
administrators  do  not  hold  even  a baccalaureate  degree!  Yet,  nursing  service 
administrators  in  this  country  assume  accountability  for  40  - 60%  of  the 
hospital's  budget  and  for  one-third  to  one-half  of  its  personnel.  We  cannot 
afford  to  have  unprepared  people  with  such  responsibilities.  Continued 
support  for  the  preparation  of  nurse  managers  and  nurse  administrators 
is  thus  appropriate  not  only  for  adequate  numbers  of  nurses,  not  only  for 
adequate  preparation  of  such  nurses,  but  also  to  help  make  the  product, 
patient  care,  both  effective  and  prudent  in  cost. 

We  appreciate  the  way  this  committee  has  responded  to  this  Bill  and 
urge  prompt  enactment  of  the  Nurse  Training  Act,  S.230,  in  order  that 
the  nursing  resources  of  the  future  will  riot  be  further  jeopardized. 
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This  statement  is  submitted  for  the  record  on  behalf  of  the  National 
League  for  Nursing,  a coalition  of  nurses,  allied  health  professionals, 
consumers,  and  health  agencies — 17,000  individual  members  and  1,900  agencies  — 
dedicated  to  developing  and  improving  the  standards  of  quality  nursing  edu- 
cation, nursing  services,  and  health  care  delivery  in  the  United  States. 

Among  its  functions,  the  League  acts  as  the  national  accrediting  agency 

for  all  nursing  education  programs,  for  which  it  is  recognized  by  the 

Council  on  Postsecondary  Accreditation  (COPA)  and  the  U.S.  Office  of  Education. 

Federal  funding  in  nursing  has  been  generous  and  has  resulted,  not  only 
in  an  increase  of  the  total  number  of  nurses  in  the  United  States , but  also 
in  improving  the  quality  of  nursing  care  by  allowing  the  expansion  of  creative 
and  innovative  educational  programs.  Nevertheless,  many  critical  problems  re- 
main. It  is  necessary  to  look  beyond  the  aggregate  data  on  nurse  supply, 
which  demonstrate  a surplus  in  the  number  of  nurses,  because  these  figures 
mask  the  glaring  shortages  and  maldistribution  problems  that  exist  on  geo- 
graphic and  local  levels. 

To  begin  with,  25-30  percent  of  the  nurses  in  this  country  are  inactive. 
Many  reasons  have  been  cited,  such  as  non-competitive  salaries,  long  and 
burdensome  working  hours,  which  are  often  caused  by  understaffing  and  an  over- 
abundance of  paperwork. 

That  a shortage  of  nurses  exists  is  likely  to  be  obvious  in  a visit  to 
any  one  of  the  great  majority  of  hospitals  in  the  nationr-especially  if  one 
chooses  to  visit  on  a weekend.  While  hospital  administrators  and  directors 
of  nursing  may  vary  in  their  description  of  the  nurse  shortage- -from 
severe  or  acute  to  moderate — most  would  agree  that  the  shortage  is  chronic. 
Examples  are  abundant. 

At  Mercy  Hospital  in  San  Diego,  California,  Nursing  Director  Frances 
Petersen  states  that  the  Special  Care  Unit  has  to  be  closed  periodically 
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because  there  are  not  enough  qualified  nurses  to  staff  it.  Consequently, 
some  patients  have  had  to  stay  in  Intensive  Care  for  a greater  length  of 
time  than  necessary--a  very  costly  repercussion.  Also  in  California,  the 
medical  director  of  the  Burn  Unit  at  Torrance  Memorial  Hospital,  claims  that 
there  is  a very  definite  and  chronic  shortage  of  nurses  in  all  of  Southern 
California,  one  of  the  most  affluent  parts  of  the  state.  He  emphasizes  that 
there  is  an  acute  shortage  of  operating  room  and  critical  care  nurses. 

Finally,  Health  Care  Week  (January  8,  1979)  reported  500  vacant  nursing 
positions  in  hospitals  in  Los  Angeles  County,  which  shortage  has  resulted  in 
reducing  the  number  of  hospital  beds , sending  patients  to  non-county  institu- 
tions, and  hiring  part-time  nurses  from  nurse  registries. 

Southern  states  suffer  the  severest  shortages.  Coastal  Georgia  papers 
cite  "a  critical  shortage  of  registered  nurses"  in  the  area  (Statesboro,  GA 
Herald . January  31,  1979;  Savannah  (GA)  Morning  News,  January  31,  1979). 

An  Albany,  Georgia,  paper  (Herald.  February  8,  1979)  claims  that  local  nursing 
shortages  reflect  a statewide  problem  which  is  becoming  quite  serious , with 

3.000  vacancies  in  hospitals  all  over  the  state. 

North  Carolina  papers  (the  Greenville  Reflector  of  January  20,  1979; 
the  Charlotte  News  of  January  20,  1979)  recount  serious  nursing  shortages  in 
spite  of  nearby  schools  of  nursing.  These  reports  recount  that  Greenville 
hospitals  have  been  forced  to  turn  patients  away  because  of  nurse  shortages 
and  that  expensive  recruitment  programs  conducted  in  Canada  have  failed  to 
relieve  the  problem. 

Even  areas  of  the  nation  that  have  the  highest  ratio  of  nurses  per 

100.000  population,  such  as  Washington,  D.C.,  and  New  York  City,  constantly 
battle  a chronic  shortage  of  nurses.  Florence  Deutch,  of  Washington's  Capitol 
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Hill  Hospital,  reports  numerous  budgeted  vacancies.  The  American  Health 
Care  Association  of  New  York,  a trade  association  representing  some  2,000 
long-term  health  care  facilities  in  the  state,  reports  that  the  nursing  shortage 
is  critical  in  the  facilities  they  represent. 

According  to  1978  statistics  from  the  American  Hospital  Association, 
hospitals  in  western  Tennessee  reported  that  33  percent  of  their  budgeted 
RN  positions  were  unfilled;  in  Arizona,  21  percent;  in  California,  17  percent; 
in  Texas,  14  percent;  and  in  the  Greater  Milwaukee  area,  12  percent. 

Several  state  studies  have  also  been  conducted  indicating  nursing  short- 
ages. For  example,  a recent  study  done  for  the  Nebraska  State  Legislature  has 
been  used  by  the  State  Health  Planning  Agency  to  recommend  an  expansion  of 
nursing  education  facilities  in  the  state. 

The  withdrawal  of  Federal  funds  for  nursing  in  the  face  of  shortages  such 
as  these  portends  drastic  consequences  for  the  health  of  the  nation.  Within 
the  context  of  anticipated  societal  changes--such  as  an  increase  in  the  numbers 
of  elderly  citizens,  who  already  constitute  11  percent  of  the  American  popu- 
lation and  often  require  extensive  nursing  care — this  situation  can  only  get 
worse . 

In  nursing  education  there  is  currently  a zero  growth-rate  in  the 
numbers  of  nursing  schools,  applicants,  student  admissions,  and  graduations, 
according  to  National  League  for  Nursing  research  statistics . Thus , with  no 
growth  in  the  capacity  to  produce  new  nurses , there  is  surely  no  hope  of 
solving  the  problems  these  shortages  present. 

Educating  nurses  is  also  a formidable  problem.  At  present  only  61 
percent  of  full-time  nursing  faculty  have  a master's  degree  or  higher  (NLN 
statistics).  In  addition,  over  800  budgeted  faculty  positions  are  currently 
vacant  (Congressional  Budget  Office  Report). 
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Continued  Federal  support  is  especially  important  for  minorities  in 
nursing  education.  Dr.  Anna  B.  Coles,  Dean  of  the  Howard  University  School 
of  Nursing,  has  expressed  grave  concern  over  the  75  percent  of  her  students 
receiving  Federal  aid.  "Without  assistance  they  can't  come  to  school,  even 
though  our  tuition  is  very  low.  As  it  is,  they  go  from  semester  to  semester, 
not  knowing  whether  they  can  return."  Studies  have  shown  (May  1978  CBO 
Report;  1979  HEW  study  by  Dr.  Eleanor  Feldbaum)  that  minority  nurses  contribute 
more  than  others  to  providing  better  access  to  nursing  care  for  disadvantaged 
popultations . Dr.  Feldbaum's  work  also  show  that  employed  minority  nurses 
with  graduate  degrees  tend  to  work  in  these  areas  for  the  greatest  length 
of  time.  Minority  nurses  are  also  more  likely  to  work  in  public  health  and 
community  health  agencies  that  tend  to  have  low-income  and  minority  clients. 
With  the  assistance  of  Federal  funds  between  1972  and  1978,  the  number  of 
newly  licensed  minority  registered  nurses  had  doubled,  from  3 percent  to 
6 percent  (NLN  research  statistics.) 

The  Carter  Administration  wisely  emphasizes  the  need  for  innovative 
health  delivery  systems  in  the  nation  as  well  as  the  tremendous  need  for 
primary-care  providers.  Nursing  represents  a break  from  disease-centered 
treatment.  Nurses  are  health  educators  who  focus  on  care  rather  than  cure. 

Many  health  experts  have  noted  that,  with  all  its  scientific  advancement, 
the  established  medical  care  system  has  seen  the  limits  of  its  effective 
powers  (Fuchs,  Who  Shall  Live.  1977;  Ehrenrich,  The  Cultural  Crisis  of 
Modern  Medicine.  1978).  Answers  must  now  be  sought  in  non-medical  spheres, 
which  provide  a humane  and  cost-effective  alternative.  Nursing  offers  this 
possibility  to  the  future  of  health  care  delivery  in  this  country. 
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On  behalf  of  the  American  Association  of  Colleges  of  Nursing  I urge 
prompt  enactment  of  S.230,  the  Nurse  Training  Act,  to  provide  a continued 
program  of  support  for  nursing.  We  urge  full  support  and  quick  passage  of 
S.230  in  order  to  assure  stability  in  the  planning  and  management  of  critically 
needed  nursing  programs  throughout  the  country.  The  future  health  of  our 
country  is  dependent  in  large  part  on  the  continued  federal  support  of  nursing 
programs.  Nursing  represents  the  largest  aggregate  and  most  consistent  pro- 
viders of  health  services.  Nurses  are  providing  primary  health  care  to  many 
sectors  of  our  society  and  have  been  responsive  to  the  changing  demands  in  the 
health  care  arena.  It  is  important  to  assure  that  a sufficient  number  of  nurses 
with  adequate  preparation  will  be  available  to  serve  the  nation's  health  care 
needs  over  the  next  several  years.  Enactment  of  the  Nurse  Training  Act,  as 
proposed  in  S.230,  will  provide  support  to  necessary  programs  while  a major 
study  to  be  conducted  by  the  National  Academy  of  Sciences  would  be  conducted 
to  determine  the  need  to  continue  specific  programs  of  federal  support  for 
nursing.  Results  of  this  study  along  with  other  studies  and  data  on  major 
health  problems  and  delivery  systems  will  provide  the  basis  for  the  formulation 
of  a revised  proposal  for  federal  support  in  nursing  for  the  future. 

The  urgent  need  for  continued  support  of  all  programs  contained  in  S.230 
with  a priority  emphasis  on  graduate  training  in  nursing,  is  clearly  evident 
from  the  data  recently  obtained  in  a study  conducted  by  the  American  Association 
of  Colleges  of  Nursing  on  the  needs  and  resources  of  schools  of  nursing.  Forty- 
eight  percent  (48 $)  of  the  schools  surveyed  indicated  that  curtailment  or  loss 
of  federal  funding  would  necessitate  elimination  of  a program.  Approximately 
three  quarters  or  seventy-three  percent  (73$)  of  the  schools  indicated  that  a 
loss  of  federal  support  would  necessitate  a significant  lowering  of  enrollment 
in  one  or  more  of  the  baccalaureate  or  higher  degree  programs.  Creation  of 
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such  a situation  would  be  highly  counterproductive  in  our  attempts  to  provide 
more  equitable  access  to  a higher  quality  of  health  care.  In  order  to  assure 
adequate  numbers  of  qualified  professional  nurses,  many  more  graduates  are 
required  from  baccalaureate  and  graduate  programs. 

It  is  clearly  evident  at  this  time  that  we  have  acute  shortages  of  nurses 
prepared  to  function  for  beginning,  primary,  and  specialized  roles  in  every 
geographic  area  of  this  country.  In  a recent  study  conducted  by  the  Western 
Interstate  Commission  for  Higher  Education,  and  supported  by  the  Division  of 
Nursing,  Bureau  of  Health  Manpower,  entitled  - Analysis  and  Planning  for 
Improved  Distribution  of  Nursing  Personnel  and  Services,  the  final  report  of 
the  panel  of  experts  project  a continued  shortage  of  nurses  for  many  years  to 
come.  The  report  states,  "With  consideration  of  population  growth  between 
1976  and  1982  of  6 percent,  and  within  the  context  of  the  current  and  prospective 
health  care  scene,  the  panel  projected  a need  for  1,219,300  to  1,677>000  full- 
time equivalent  (FTE)  registered  nurses  necessary  to  meet  the  nation's  needs 
in  1982.  This  projection  is  an  increase  of  48  to  104  percent  above  1976  levels". 
These  projections  are  based  on  state  and  national  planning  models  which  take 
into  consideration  the  increasing  complexity  of  health  care,  the  substantial 
change  in  the  scope  of  nursing  practice,  and  the  federally  defined  health  goals 
as  contained  in  the  Health  Planning  and  Resources  Development  Act  of  1974. 

"The  Panel’s  recommendations  in  relation  to  educational  preparation  of  registered 
nurses  call,  for  an  increase  above  1976  levels  of  308  to  458  percent  prepared  at 
the  baccalaureate  level  and  568  to  945  percent  prepared  at  the  graduate  level. 
...These  projections  are  the  Panel's  appraisal  of  what  is  required  to  provide 
the  quality  of  nursing  services  needed  to  provide  care  acceptable  and  accessible 
to  nearly  all  the  nation,  with  consideration  of  cost  containment." 
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At  the  present  time,  approximately  20$  of  the  total  registered  nurse 
population  has  earned  a baccalaureate  or  higher  degree  in  nursing.  With  the 
Panel's  projections  of  a required  64  to  66  percent  of  registered  nurses  to 
be  prepared  at  the  baccalaureate  or  higher  degree  level,  we  clearly  can  not 
approximate  our  needs  without  continued  support  and  increased  support  for 
baccalaureate  and  graduate  preparation  in  nursing. 

Baccalaureate  graduates  are  prepared  as  primary  health  care  providers  and 
provide  emphasis  on  prevention,  health  teaching,  education  for  self  care  and 
maintenance  of  good  health  in  acute  or  ambulatory  settings.  They  are  the 
beginning  practitioners  in  primary,  secondary  and  tertiary  health  stystems 
and  as  such  should  constitute  the  bulk  of  practicing  nurses  for  the  future 
if  both  care  goals  are  to  be  achieved.  Graduates  of  master's  programs  are 
prepared  as  advanced  practitioners  in  primary  care,  clinical  specialists, 
managers  of  nursing  care,  nurse  educators,  and  researchers. 

Data  from  the  American  Association  of  Colleges  of  Nursing  study  indicate 
that  institutional  support  for  baccalaureate  programs  in  the  form  of  capitation 
is  needed  to  support  the  salaries  for  faculty  positions,  faculty  development, 
instructional  media  material  and  some  of  the  operational  expense  of  the  school. 
In  selecting  program  options  as  a basis  for  eligibility  for  capitation  programs, 
twenty-five  percent  (25$)  of  the  schools  indicated  that  they  were  conducting 
programs  for  recruitment  of  students  from  disadvantaged  backgrounds;  twenty- 
seven  percent  (27$)  were  providing  a significant  portion  of  clinical  experiences 
in  geographically  remote  areas;  and  forty- four  percent  (44$)  were  providing 
continuing  education  programs  for  nurses  based  on  assessment  of  local  and 
regional  needs.  Such  important  programs  can  only  be  continued  with  capitation 
funds  and  these  programs  are  responsive  to  the  pressing  and  critical  health 
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In  order  to  assure  a steady  supply  of  qualified  nurses,  student  support 
in  the  form  of  scholarships,  loans  and  traineeships  are  required.  Data  from 
the  American  Association  of  Colleges  of  Nursing  study  indicate  that  an  addition- 
al 1,980  master  and  165  doctoral  students  could  pursue  full  time  versus  part- 
time  study,  if  additional  student  support  were  available.  An  adequate  base 
of  student  financial  assistance  would  allow  us  to  respond  more  quickly  to  the 
critical  need  for  nurses  prepared  at  the  graduate  level.  Rising  tuition  levels 
in  both  the  public  and  private  sectors  has  resulted  in  a reduced  number  of 
students  being  supported  by  traineeships. 

The  Advanced  Nurse  Training  funds  are  the  only  source  of  basic  support 
to  graduate  programs.  The  need  for  more  nurses  with  advanced  preparation  to 
work  as  practitioners,  clinical  specialists,  educators,  administrators  and 
researchers  is  critical.  It  is  not  expected  that  the  need  can  be  met  for 
many  years  to  come  if  current  funding  levels  are  maintained.  The  American 
Association  of  Colleges  of  Nursing  study  indicates  that  during  the  1977-1978 
academic  year  there  were  381  budgeted,  unfilled  faculty  positions  requiring 
minimal  preparation  at  the  master's  level,  and  another  513  budgeted,  unfilled 
positions  for  faculty  prepared  at  the  doctoral  level.  Projection  of  additional 
needs  for  the  year  1980  triples  for  master's  prepared  nurses  and  more  than 
doubles  for  doctorally  prepared  nurses  in  educational  settings  alone.  It  is 
estimated  that  the  need  for  nurses  with  advanced  degrees  in  service  settings 
is  just  as  critical. 

Special  projects  support  has  been  of  tremendous  assistance  to  schools 
of  nursing  by  fostering  creativity  and  innovation  in  education,  including 
basic,  advanced  and  continuing  education.  Support  for  special  projects  is 
necessary  in  order  to  continue  the  emphasis  on  newer  approaches  in  nursing 
education  which  help  establish  community  demonstration  projects,  inter- 
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disciplinary  programs,  and  promote  more  effective  utilization  of  resources. 

In  summary  the  American  Association  of  Colleges  of  Nursing  urges  your 
support  of  S.230  as  it  does  continue  a sound  program  enabling  schools  of 
nursing  to  prepare  the  kinds  of  practitioners  needed  to  meet  national  health 
needs.  Through  this  program,  the  profession's  capacity  to  respond  to  health 
care  demands,  especially  the  demand  for  primary  care  can  be  increased;  and, 
it  will  assist  in  assuring  a supply  of  nurses  for  health  care  delivery  with 
advanced  scholarly  training  for  practice,  teaching  and  research.  Without 
stable  Federal  programs  and  adequate  levels  of  appropriations  to  implement 
these  programs,  we  will  witness  a shortage  of  qualified  manpower  to  provide 
the  health  services  required  for  the  present  and  future  and  see  inefficiency 
in  the  management  of  nursing  education  programs. 

The  President’s  veto  of  the  Nurse  Training  Act  last  November  was  a shock 
to  nursing  consumers  and  other  health  professions.  It  was  followed  by  an 
even  greater  shock  when  the  President's  request  for  recessions  totaling  $84. 
million  came  after  we  had.  been  assured  that  there  would  be  no  abrupt  termina- 
tion of  nursing  programs.  Documented  evidence  fully  justifies  the  need  for 
federal  support  to  nursing  and  the  quick  enactment  of  S.230  will  assist  in 
providing  stable,  effective  and  quality  programs  in  nursing  which  meet  the 
manpower  needs  of  our  health  care  system. 


LKA:fp 

March  12,  1979 
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Mr.  Chairman  and  Members  of . the  Committee: 

The  National  Student  Nurses1  Association  is  pleased  to  have 
the  opportunity  to  submit  this  testimony  to  the  Senate  Labor 
and  Human  Resources  Committee,  Sub-Committee  on  Health. 

This  statement  is  presented  on  behalf  of  the  National 
Student  Nurses'  Association,  an  organization  with  a member- 
ship of  approximately  33,000  undergraduate  nursing  students 
from  across  the  country.  Our  association  is  composed  of 
students  in  associate  degree,  diploma  and  baccalaureate 
schools  of  nursing. 

We  strongly  support  an  extension  of  the  Nurse  Training  Act. 
This  legislation  provides  vital  assistance  that  enables  many 
undergraduate  nursing  students  to  complete  their  education 
who  otherwise  would  be  unable  to.  In. addition,  many  gra- 
duates of  associate  degree  and  diploma  nursing  programs  are 
returning  to  school  to  receive  the  bachelor  of  science 
degree  in  nursing  and  go  on  for  graduate  education-  This 
group  of  students  represents  a potentially  large  group  of 
nurses  who  could  be  prepared  for  advanced  and  specialized 
nursing  practice  and  practitioner  roles.  However,  they  must 
first  complete  their  undergraduate  education,  an  expensive 
and  time  consuming  process. 

Three  areas  in  the  Nurse  Training  Act  are  of  specific  con- 
cern to  NSNA  and  to  nursing  students.  These  are  nurse 
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training  loans,  nurse  training  scholarships  and  loan  re- 
payment. We  strongly  urge  their  continued  inclusion  in  an 
extension  of  the  Nurse  Training  Act. 

Undergraduate  nursing  education  has  continually  increased  in 
quality  and  sophistication  over  the  years,  which  has  made  it 
a more  expensive  endeavor  for  both  schools  and  students. 
Tuition  in  private  and  public  schools  alike  has  risen  sharply. 
In  addition  to  tuition  costs,  books  and  supplies,  nursing 
students  • face  an  added  financial  burden  for  uniforms  and 
transportation  to  and  from  clinical  experiences. 

Nursi  ng-  students  have  less  opportunities  to  earn  the  needed 
funds  since  they  often  have  less  time  to  work.  Clinical 
experiences  often  average  20  hours  a week,  in  addition  to 
classroom  instruction  and  study  time.  The  National  Student 
Nurses'  Association  did  a survey  of  our  memberships'  finan- 
cial aid  needs  in  1978;  • Th-«  survey  returns  indicated  that 
sixty-five  percent  of  the  respondents  worked  to  meet  the 
cost  of  their  education.  Fifty-one  percent  of  the-  res- 
pondents indicated  that  they  received  federal  financial 
assistance  for  their  nursing  education.  Eighty-one  percent 
of  these  students  stated  that  they  could  not  have  attended 
school  without  this  assistance.  ’Fifty-one  percent  came  from 
families  with  incomes  below  $15,000  per  year. 
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Nurse  Training  Scholarships 

The  Nurse  Training  Act  of  1 975  provided  for  s'chol  arshi  ps  to 
be  awarded  to  those  of  "exceptional  financial  need  who  need 
such  financial  assistance  to  pursue  a course  of  study  at  the 
school  for  such  year."  Presently,  there  are  564  undergraduate 
nursing  schools  participating  in  the  scholarship  program. 

Scholarships  are  of  particular  importance  to  nursing  stu- 
dents from  disadvantaged  and  low-income  backgrounds.  Many 
times  federal  scholarship  monies  are  the  only  thing  which 
make  it  possible  for  these  students  to  complete  their 
nursing  education.  Nursing  has  been  successful  in  attrac- 
ting members  of  minority  groups  into  the  profession,  and  the 
availability  of  Nurse  Training  scholarships  has  been  most 
helpful  in  this. 

Nurse  -Training  Loans 

The  Nurse  Training  Act  of  1975  authorized  a program. of  low- 
cost  loans  for  full  and  part-time  students.  Presently,  448 
undergraduate  schools  of  nursing  participate  in  the  nursing 
student  loan  program. 

The  nursing  student  loan  program  has  been  quite  successful 
and  has  given  many  students  the  chance  to  complete  their 
nursing  education.  The  default  rate  for  paying  back  nursing 
student  loans  has  been  quite  low.  A 1973  study  of  20  percent 
of  the  nursing  schools  involved  in  the  nursing  student  loan 
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program,  conducted  by  the  Office  of  Student  Assistance, 
showed  that  only  approximately  2 percent  of  the  principal 
loaned  was  in  default,  a much  lower  rate  than  other  health 
professions.  Liberal  cancellation  provisions  for  employment 
as  a professional  nurse  have  probably  assisted  in  keeping 
the  default  rate  low. 

Loans  have  become  a major  source  of  financial  aid  for  many 
undergraduate  nursing  students.  Many  have  begun  or  con- 
tinued their  education  with  the  understanding  that  loan 
money  will  be  available.  NSNA  strongly  believes  that  the 
nursing  student  loan  program  is  necessary  and  should  be 
continued.  As  it  is,  many  students  must  seek  other  finan- 
cial aid  sources  in  addition  to  Nurse  Training  loans  to 
cover  th.e  cost  of  their  nursing  education. 

Loan  Repayment 

Many  areas  of  the  United  States  suffer  from  severe  shortages 
of  health  care  providers.  Incentives  for  newly  graduated 
health  professionals  to  practice  in  underserved  areas  are 
badly  needed  to  help  remedy  this  situation.  One  such  in- 
centive is  the  Loan  Repayment  Program  which  provides  for 
repayment  funds  for  educational  loans  for  nurse  training 
costs  for: 

1.  Up  to  85  percent  of  all  outstanding  loans  plus  in- 
terest to  graduates  who  enter  into  an  agreement  with 
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the  Secretary  to  practice  as  a nurse  for  at  least  two 
years  in  a shortage  area;  and 

2.  all  or  part  of  any  loans  to  exceptionally  needy,  low- 
income  students  who  fail  to  complete  their  studies  and 
cannot  reasonably  be  expected  to  resume  nursing  studies 
within  two  years. 

Nursing  students,  however,  have  not  been  able  to  utilize  the 
1 oan' repayment  program  to  its  fullest  extent.  Although  the 
program  was  begun  in  its  present  form  with  the  Nurse  Training 
Act  of  1971,  information  on  the  designated  shortage  areas 
for  nursing,  a necessary  component  of  the  program,  was  not 
available  until  an  interim  listing  of  nursing  shortage  areas 
was  released  in  1973.  The  final  listing  was  not  released 
until  June  1976. 

We  believe  that  lack  of  information  about  this  program  has 
had  a serious  impact  on  the  number  of  students  able  to  take 
advantage  of  it.  In  the  National  Student  Nurses'  Associa- 
tion's survey,  65  percent  of  the  students  receiving  federal 
aid  indicated  they  would  be  willing  to  serve  in  an  under- 
served area  as  an  option  to  repay  a federal  loan.  However, 
many  students  are  not  even  aware  that  the  loan  repayment 
provision  exists  or  how  to  go  about  utilizing  it. 
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The  loan  repayment  program  could  be  an  effective  way  to 
increase  the  number  of  qualified  health  professionals 
practicing  in  shortage  areas.  We  urge  its  continuation. 

The  importance  of  nursing  in  the  American  health  care  deli- 
very system  has  long  been  recognized  by  Congress.  With  its 
increasing  educational  sophistication  and  expanding  scope  of 
practice,  nursing  can  help  to  offer  many  solutions  to  the 
health  care  delivery  problems  in  the  United  States. 

We  urge  you  to  approve  an  extension  of  the  Nursing  Training 
Act.  We  would  like  to  thank  the  committee  for  giving  us 
this  opportunity  to  share  our  concerns  with  you. 
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The  American  Association  of  Nurse  Anesthetists  ("AANA" ) 
is  a professional  organization  whose  membership  is  comprised 
of  Certified  Registered  Nurse  Anesthetists  ( "CRNAs" ) . There 
are  presently  15,000  active  practicing  CRNAs  in  the  United 
States.  Each  one  of  these  individuals  holds  unique  qualifica- 
tions which  allow  them  to  administer  anesthesia.  AANA  submits 
that  in  the  absence  of  an  anesthesiologist,  or  a physician 
anesthetist  with  a significant  background  in  anesthesia,  that 
the  CRNA  possesses  the  necessary  knowledge,  skill  and  educa- 
tional background  to  be  involved  in  the  assessment,  management 
and  administration  of  a patient's  anesthesia  requirements  under 
the  medical  direction  of  a responsible  physician.  For  indivi- 
duals to  represent  themselves  to  the  public  as  CRNAs,  they 
must  hold  a current  license  as  a registered  professional  nurse, 
have  graduated  from  an  accredited  program  of  nurse  anesthesia, 
have  passed  a rigid  qualifying  examination,  and  must  be 
involved  in  a program  of  continuing  education  in  anesthesia. 

We  would  like  to  take  this  opportunity  to  indicate  our 
strong  desire  that  the  Nurse  Training  Act  authority  be  extended 
and  at  authorization  levels  sufficient  for  program  growth. 

We  were  generally  very  distressed  that  last  year's  legisla- 
tion was  vetoed  and  we  would  hope  that  a bill  quite  similar  to 
last  year's  bill  would  be  passed  by  Congress.  We  are  generally 
supportive  of  the  American  Nurses  Association  ("ANA")  in  its 
efforts  and  positions  on  this  legislation.  We  worked  to  res- 
tore funds  cut  in  recent  proposed  rescissions  and  we  want  to 
commend  members  of  this  Subcommittee  for  their  efforts  to 
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We  are  also  particularly  interested  in  the  passage  of 
a bill  which  includes  the  traineeship  program  for  nurse  anes- 
thetists. Various  bills  introduced  by  members  of  the  House 
Subcommittee  include  such  a provision  and  we  thank  those 
members  sponsoring  or  co-sponsoring  such  bills./  We  are  dis- 
tressed that  S.  230  contains  no  such  provision  and  hope  that 
the  Senate  will  eventually  pass  a bill  with  such  a provision 
in  it. 

We  would  now  like  to  address  ourselves  to  the  provisions 
relating  to  nurse  anesthetist  training. 

1.  The  Educational  Program  and  Training  of  a Nurse  Anesthetist 

As  this  testimony  will  point  out,  the  CRNA  is  a much 
needed  element  within  the  health  care  system.  To  understand 
the  type  of  educational  program  the  CRNA  must  complete  (and 
the  type  of  program  for  which  we  are  requesting  Federal  support) , 
allow  me  to  delineate  the  current  educational  requirements  for 
CRNAs.  Building  on  the  professional  nursing  base,  the  student 
nurse  anesthetist  must  complete  the  following  program: 

Orientation  to  Anesthesia  Practice  - 45  contact  hours;  Chemistry 
and  Physics  of  Anesthesia  - 45  contact  hours;  Advanced  Anatomy, 
Physiology  and  Pathophysiology  - 120  contact  hours;  Principles 
of  Anesthetic  Management  - 60  contact  hours;  Pharmacology  of 
Anesthetic,  Adjunctive  and  Ancillary  Drugs  - 60  contact  hours; 
and  Clinical  Correlative  Conferences  - 35  contact  hours.  Also 
included  in  the  clinical  program  is  a requirement  of  a minimum 
of  600  hours  of  actual  anesthesia  time  in  which  clinical 
instruction  is  provided  in  situations  where  students  actually 
administer  the  anesthesia.  Other  requirements  include  a minimum 
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of  450  cases  of  anesthesia  actually  administered  with  these 
cases  distributed  according  to  types  of  techniques  required 
and  variety  of  drugs  used.  With  this  type  of  background,  there 
should  be  no  doubt  as  to  the  ability  of  the  CRNA  to  provide 
the  patient  with  quality  anesthesia  care. 

Training  programs  are  graduate-level  programs  for  regis- 
tered nurses.  Training  involves  18  to  24  consecutive  months 
of  course  work  and  clinical  instruction  and  a certificate  of 
graduation  is  received  when  the  program  is  successfully  completed. 
All  training  programs  are  accredited  bv  an  accreditation  body 
approved  by  the  Office  of  Education.  There  are  presently  165 
of  such  programs  while  there  were  225. 

2.  The  Dimensions  of  Nurse  Anesthetist  Practice 

As  previously  stated,  the  CRNA  is  a vital  element  within 
the  health  care  system  in  the  United  States.  Nationwide, 
nurse  anesthetists  are  providing  safe,  reliable  and  economic 
anesthesia  care  to  approximately  one-half  of  all  of  the 
patients  undergoing  anesthesia.  Included  in  this  statistic 
is  the  fact  that  in  rural  areas  nurse  anesthetists  account 
for  approximately  two-thirds  of  all  anesthesia  care  rendered. 
Throughout  many  areas  in  the  country,  nurse  anesthetists  are 
the  only  providers  of  anesthesia  care.  (In  a 1971  survey  of 
hospitals,  forty  percent  of  all  of  the  hospitals  surveyed  had 
only  nurse  anesthetists  on  the  staff.)  According  to  figures 
published  in  the  February,  1978  issue  of  Anesthesiology,  the 
national  mean  population  ratio  for  active  practicing  nurse 
anesthetists  is  7.20  per  100,000.  This  figure  compares  with 
a distribution  of  4.64  anesthesiologists  per  100,000.  A break- 
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down  of  these  figures  on  a regional  basis  will  show  that  the 
areas  with  the  thinnest  distribution  of  anesthesiologists  have 
the  highest  distribution  patterns  for  nurse  anesthetists. 

3.  Supply  and  Need  for  Nurse  Anesthetists 

Not  only  are  CRNAs  a vital  segment  of  the  health  care 
system  within  the  United  States,  there  is  a definite  projected 
need  for  more  nurse  anesthetists  in  the  future.  According  to 
a 1976  study  by  the  H.E.W.  Bureau  of  Health  Manpower  on  "Supply, 
Need  and  Distribution  of  Anesthesiologists  and  Nurse  Anesthetists 
in  the  United  States,  1972  and  1980"  (HRA: 77-31),  there  is  a 
projected  need  of  from  22,000  to  25,000  nurse  anesthetists 
for  1980.  Obviously,  there  is  a serious  shortage  in  this  field 
which  provides  approximately  half  of  all  anesthesia  services 
in  the  United  States.  Inclusion  of  the  traineeships  for  students 
in  schools  of  nurse  anesthesia  in  the  Nurse  Training  Amendments 
of  1979  will  be  the  first  step  on  the  part  of  the  Federal  Govern- 
ment to  rectify  this  shortage. 

The  fact  that  nurse  anesthetists  are  a significant  group 
in  the  delivering  of  anesthesia  services  was  pointed  out  by 
Dr.  Feldstein  of  the  University  of  Michigan  in  a study  of  the 
16,500,000  surgical  procedures  performed  in  1974.  The  largest 
percentage  of  anesthetics  administered,  48.5%,  was  rendered 
by  CRNAs;  38.3%  was  rendered  by  anesthesiologists,  including 
both  board-certified  and  non-board- certified;  9.7%  by  physicians 
other  than  anesthesiologists;  and  3.5%  by  registered  nurses 
other  than  CRNAs.  A further  breakdown  of  those  procedures 
indicates  that  certified  registered  anesthetists  administered 
approximately  two-thirds  of  all  the  anesthesia  procedures  in 
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hosptials  smaller  than  100  beds.  Anesthesiologists  tend  to 
congregate  in  larger  hospitals,  over  200  beds,  where  they  ad- 
ministered 47.5%  of  all  anesthesia  compared  to  42.5%  for  Cer- 
tified Registered  Nurse  Anesthetists. 

4.  Economics  of  Nurse  Anesthetist  Services 
The  majority  of  nurse  anesthetists  are  salaried  hospital 
staff,  whose  services  are  billed  by  the  hospital  as  part  of 
hospital  operating  room  costs.  According  to  the  U.S.  Depart- 
ment of  Labor,  Bureau  of  Labor  Statistics , "Industry  Wage 
Survey  of  Hospitals,  August,  1975  - January,  1976",  the  average 
hourly  wage  for  nurse  anesthetists  working  in  21  major  metro- 
politan areas  was  $8.02.  Based  on  a 40-hour  work  week,  the 
average  annual  earnings  for  a nurse  anesthetist  would  be 
$16,681.60.  This  figure  compares  with  full-time  equivalency 
earnings  of  hospital-based  anesthesiologists  of  $80,000  as 
determined  by  a Health  Care  Financing  Administration"Study  of 
the  Reimbursement  and  Practice  Arrangements  of  Provider-Based 
Physicians,  December,  1977"  (Contract  No.  600-76-0055).  An 
analysis  of  these  two  salary  figures  indicates  that  where  nurse 
anesthetists  are  providing  anesthesia  services,  the  cost  to 
the  patient  should  be  substantially  lower  than  where  anesthe- 
siologists are  providing  the  services.  Even  where'  a team 
approach  is  used,  the  fact  that  some  of  the  time  utilized  is 
of  CRNAs  rather  than  anesthesiologists  would  indicate 
efficiency  and  cost  savings. 

5.  Need  for  Federal  Training  Support 
Nurse  anesthetists  are  clearly  a shortage  field  in  health 
care.  Possibly  twice  as  many  nurse  anesthetists  are  needed 
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for  1980  as  are  practicing  now  according  to  the  HEW  study  cited 
above. 

One  of  the  obstacles  to  obtaining  them  is  the  lack  of 
financial  support  for  trainees.  Training  programs  are  generally 
for  two  years;  a substantial  graduate  program.  A survey  of  all 
educational  entities  providing  these  programs  indicates  that 
the  average  monthly  stipend  from  the  school  is  only  $259  or 
about  $3,000  per  year.  (Stipends  for  research  careers  are, 
for  example,  $10,000  to  $13,000.)  The  total  of  tuition  and 
all  costs  is,  at  a minimum,  $5,000  to  $6,000  per  year  to  the 
student;  presenting  a deficit  of  $2,000  to  $3,000.  Students 
are  generally  unable  to  hold  part-time  jobs  because  the  nurse 
anesthesia  program  runs  for  18  to  24  consecutive  months.  In 
addition,  rotating  clinical  schedules  prevent  part-time  work 
in  the  evenings  and  on  weekends.  The  financial  problems  men- 
tioned above  deter  students  from  entering  this  field.  Loans 
are  difficult  to  obtain  and  entry  level  salaries  are  in  the 
$15,000  range  with  average  salaries  after  5 years  at  $20,000. 

Such  salary  levels  are  not  conducive  to  borrowing  particularly 
if  an  individual  has  a family  to  support. 

Traineeship  support  authorized  at  $2  million  and  $3  million 
in  the  first  two  years  would  assist  in  meeting  the  average 
$2,000  a year  or  more  financial  deficit  of  students.  About 
1500  students  a year  could  benefit  at  the  rate  of  about  an 
additional  $150  a month  stipend  from  such  a program.  $150 
a month  was  the  average  deficit  in  1977  of  these  students 
relative  to  their  living  needs . 

To  the  institution,  the  major  financial  burden  is  in 
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making  stipends  available  to  students.  With  living  costs 
what  they  are  and  no  time  for  part-time  work,  stipends  are 
critical.  Institutions  put  up  $3,000  on  the  average  toward 
these  living  and  educational  costs  of  $5,000  to  $6,000. 
Limited  resources  prevent  institutions  from  offering  more 
aid  or  from  offering  aid  to  more  students.  Federal  support 
to  the  institutions  for  traineeships  will  allow  a greater 
number  of  students  to  enter  programs  since  some  programs  are 
prevented  from  expending  due  to  the  lack  of  stipend  money. 

It  will  also  relieve  the  burden  on  low  income  students  to 
permit  their  entry  into  the  program.  In  addition,  with  the 
Federal  Government  picking  up  some  of  the  traineeship  costs , 
institutions  will  be  able  to  devote  some  of  their  future 
funding  to  program  expansion. 

It  should  be  noted  that  the  number  of  nurse  anesthetist 
training  programs  has  decreased  by  about  60.  These  were  the 
smaller  programs.  Federal  support  may  prevent  such  harmful 
attrition  and  stimulate  the  development  of  new  programs. 

With  respect  to  operating  costs  of  nurse  anesthetist 
training  programs,  patient  care  hospital  revenues  support 
such  activity  as  staff,  supplies  and  teaching  space.  We  note 
with  satisfaction,  that  such  costs  of  hospitals  are  excluded 
from  the  recent  hospital  cost  containment  legislation  offered 
by  Senators  Talmadge  and  Dole. 

We  appreciate  the  opportunity  to  testify  and  your  Sub- 
committee's attention  to  this  matter. 


American  Medical  Association 
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(751-62W)) ce  M " March  21,  1979 


The  Honorable  Edward  M.  Kennedy 
Chairman 

Subcommittee  on  Health  and  Scientific  Research 
Committee  on  Labor  and  Human  Resources 
United  States  Senate 
Washington,  D.C.  .20510 

Dear  Senator  Kennedy: 

The  American  Medical  Association  submits  the  following  comments  on  S.  230,  the 
Nurse  Training  Amendments  of  1979.  This  bill  would  extend  funding  for  the 
program  of  federal  assistance  for  nursing  education  through  September  30,  1980. 

The  AMA  recognizes  the  important  role  of  nurses  in  the  delivery  of  health  ser- 
vices. An  adequate  supply  of  properly  trained  nursing  personnel  is  essential 
to  maintaining  the  continuity  and  effectiveness  of  patient  care.  We  believe 
that  the  federal  government  has  played  an  important  role  in  the  support  of 
nursing  training  and  we  recommend  that  support  be  continued. 

The  primary  need  now  is  to  insure  adequate  financial  support  for  students  and 
to  continue  assistance  to  existing  facilities  so  they  can  maintain  their  edu- 
cational programs.  In  view  of  the  current  budgetary  restraints,  such  an 
approach  is  particularly  desirable. 

Therefore,  we  support  an  extension  of  the  authorization  of  appropriations  for 
the  following  nurse  training  programs:  capitation  grants  to  schools  of  nursing, 

special  project  grants  and  contracts,  advanced  nurse  training  programs,  trainee- 
ships  for  advanced  training  of  professional  nurses,  student  loans,  and  scholar- 
ship grants. 

We  request  that  this  letter  be  made  part  of  the  Subcommittee's  official  hearing 
record  on  S.  230. 


JHS:RF/si 
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April  20,  1979 


The  Honorable  Edward  M.  Kennedy 
Cha 1 rman 

Subcommittee  on  Health  and  Scientific  Research 
Committee  on  Labor  and  Human  Resources 
United  States  Senate 
Washington,  D.C.  20510 

Dear  Senator  Kennedy: 

It  is  our  understanding  that  the  Committee  on  Labor  and  Human  Resources  has 
ordered  S 230,  to  extend  federal  support  for  nurse  training,  reported  to  the 
full  Senate  for  its  consideration.  We  have  previously  expressed  support  for 
major  portions  of  this  legislation  in  a letter  to  the  Subcommittee. 

We  also  urge  the  Senate,  when  it  considers  S 230  on  the  floor,  to  support  its 
provisions  to  increase  the  amount  of  funds  that  could  be  made  available  to 
medical  schools  under  the  financial  distress  grant  program.  Several  medical 
schools  face  severe  financial  crises  unless  interim  federal  assistance  can  be 
made  available  in  sufficient  amounts.  The  unique  contributions  of  these 
schools  are  widely  recognized.  Financial  distress  grants  can  be  an  important 
step  toward  resolution  of  their  economic  difficulties. 

In  accordance  with  these  views,  we  urge  the  Senate  to  act  favorably  on  this 
legislation  to  continue  support  for  nurse  training  and  to  expand  the  avail- 
ability of  financial  distress  grants  to  medical  schools. 

Sincerely, 

A *.*. 

D. 


JHS:RF/dap 
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V/A 

VIRGIIMIA  NURSES’  ASSOCIATION 

1311  HIGH  POINT  AVENUE  • RICHMOND,  VIRGINIA  2 3230  • 804-353-731  1 


STATEMENT  TO  U.S.  SENATE  SUBCOMMITTEE  ON 
HEALTH  AND  SCIENTIFIC  RESEARCH 

Friday,  March  16,  1979 


The  members  of  the  Virginia  Nurses'  Association  are  grateful  to  the  Senate 
Appropriations  Committee  for  recommending  lesser  cuts  in  funding  for  the  Nurse 
Training  Act  than  those  requested  by  the  Administration,  $15.75  million  compared 
with  $84,097  million. 

We  would  like  to  state,  however,  that  nursing  does,  in  fact,  need  the  total 
appropriations  of  $122  million  as  provided  by  the  Continuing  Resolution  for  Fiscal 
Year  1979.  As  the  health  care  field  expands  and  becomes  more  demanding,  the 
need  will  continue  for  professional  nurses  prepared  above  the  basic  educational 
level.  President  Carter  may  be  correct  in  his  statement  that  there  is  an  adequate 
number  of  nurses  in  this  country  to  meet  the  nation's  health  needs.  The  real 
shortage  occurs  in  the  quality  of  preparation  for  the  increasingly  sophisticated 
care  being  delivered  by  professional  nurses.  The  classified  advertisements  in  our 
daily  newspapers  bear  witness  to  the  fact  that  there  is  a great  demand  for  well 
educated  nurses  who  are  competent  in  performing  today's  complicated  procedures. 

The  Honorable  David  E.  Satterfield,  III,  Virginia  member  of  the  House  of 
Representatives,  has  called  for  a study  in  his  proposed  bill.  House  Bill  1820,  to 
explore  future  needs  for  professional  nurses  and  other  sources  of  support  for 
nursing  education.  Certainly  we  agree  with  his  proposal  and  will  assist  in  the 
effort  to  find  such  sources. 

We  realize,  of  course,  that  the  Congress  must  look  for  ways  to  reduce  spending 
in  the  future,  but  we  agree  with  the  Honorable  John  J.  Cavanaugh,  when  speaking 
to  the  amendment  by  Congressman  Harley  Staggers  in  the  House  of  Representatives 
on  March  6,  1979,  that  we  have  a right  to  expect  we  can  rely  upon  the  previous 
commitments  and  extensions  of  funding  and  to  complete  our  plans  for  nursing  educa- 
tion based  upon  those  commitments. 

It  is  regrettable  that  our  profession  did  not  have  available  at  the  hearing  of 
the  House  Subcommittee  on  Health  and  Environment,  any  representatives  to  speak 
to  the  proposed  rescissions  and  their  effect  upon  nursing  programs.  For  this 
reason,  we  requested  permission  to  speak  to  the  Senate  Subcommittee  on  Health  and 
Scientific  Research  today. 


Thank  you  very  much. 
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American  Psychiatric  Association 

1700  Eighteenth  Street,  N.W.,  Washington,  D.C.  20009  • Telephone:  (202)  797-4900 


M.D. 

M.D. 


March  13,  1979 


The  Honorable 
Edward  M.  Kennedy 
Chairman 

Subcommittee  on  Health  and  Scientific  Research 
310  B Senate  Courts  Annex 
Washington,  D.  C.  20510 

Dear  Mr.  Chairman: 

On  behalf  of  the  American  Psychiatric  Association,  a medical 
specialty  society  representing  over  24,000  psychiatrists 
nationwide,  I wish  to  express  our  continued  strong  support 
for  Section  202  of  the  "Nurse  Training  Amendments  of  1979" 
(S.230).  We  believe  it  is  critical  to  expand  the  availability 
of  National  Health  Service  Corps  (NHSC)  scholarships  to 
individuals  whose  residency  training  extends  beyond  the 
three  year  deferral  period  presently  authorized  and  appreciate 
and  commend  such  amendment. 

To  buttress,  support  and  provide  further  rationale  for  the 
intent  of  Section  202  to  provide  the  Secretary  of  Health, 
Education,  and  Welfare  the  flexibility  to  extend  the  three 
year  residency  deferral,  we  would  appreciate  your  favorable 
consideration  of  an  amendment,  hereinafter  set  forth,  which 
would  designate  psychiatry  as  a medical  shortage  specialty. 

As  you  know  one  of  the  President's  Commission  on  Mental 
Health  major  recommendations  was: 

"The  Health  Professions  Educational  Assistance 
Act  be  amended  to  designate  psychiatry  as  a 
medical  shortage  specialty  and  require  medical 
schools  to  set  aside  a certain  proportion  of  their 
residency  positions  for  this  discipline." 

Section  202  alleviates  existing  law's  clear  disincentive  to 
medical  students  with  an  interest  in  psychiatry  since  as 
the  Subcommittee  knows  psychiatric  residencies  require  four 
or  five  years  of  training.  Also,  presently  a student  interested 
in  psychiatry  either  cannot  take  advantage  of  the  program 
in  the  first  instance,  or  alternatively  enters  the  program 
and  fulfills  the  payback  provision  inadequately  and  incompletely 
trained  especially  in  the  subspecialties  of  child  and  geriatric 
psychiatry. 


603 


Such  restrictions  upon  the  utilization  of  the  NHSC  by  prospective 
psychiatric  residents  are  particularly  damaging  in  view  of 
the  serious  shortage  in  manpower  confronting  psychiatry  as 
a discipline. 

As  the  President's  Commission  on  Mental  Health  pointed 
out,  the  shortage  of  psychiatrists  is  attributable  to  several 
factors,  to  wit: 

"In  recent  years,  there  has  been  a reduction  in 
the  numbers  of  American  medical  graduates  entering 
psychiatric  residency  training.  A severe  restriction 
has  also  been  place  on  the  entrance  into  the 
country  of  foreign  medical  graduates,  many  of 
whom  enter  psychiatric  residency  training  and 
practice  in  State  hospitals.  Over  half  the  psy- 
chiatrists and  other  physicians  staffing  these  facilities 
are  graduates  of  foreign  medical  schools." 

We  understand  that  the  50  percent  figure  cited  above  ranges 
as  high  as  90  percent  in  some  states.  Moreover,  the  pro- 
portion and  number  of  American  medical  graduates  entering 
psychiatry  training  dropped  from  12  percent  in  1970  to  6 
percent  in  1976,  and  in  that  latter  year,  39  percent  of  all 
residencies  in  psychiatry  were  filled  by  foreign  medical 
graduates  (FMGs). 

With  the  loss  of  the  FMGs  as  the  result  of  PL  94-484, 
coupled  with  the  declining  numbers  of  medical  school  graduates 
entering  the  field  of  psychiatry,  the  discipline  is  now  suffering 
and  will  continue  to  suffer  a severe  shortage.  Recent 
National  Institute  of  Mental  Health  (NIMH)  figures  indicate 
there  is  a need  for  over  2,500  psychiatrists  in  State  and 
county  facilities  alone;  that  two-thirds  of  all  counties  in  the 
United  States  have  no  psychiatrists.  Moreover,  there  is 
evidence  from  NIMH  and  HEW  that  psychiatrists  are  in 
short  supply  not  only  in  critical  State  and  county  facilities, 
but  by  1981  there  will  be  an  overall  shortfall  of  psychiatrists 
of  at  least  10,000. 


45-450  0 
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Such  appeared  to  be  the  Senate's  legislative  intent  as  it 
considered  the  legislation  which  became  PL  94-484,  Senate 
Report  94-887  stated:  "The  Secretary  is  required  to  seek 

to  assure  that  calculated  in  a national  aggregate  for  each 
year,  there  is  an  appropriate  percentage  of  residencies  in 
psychiatry."  Also,  the  Conference  Report  stated  "nothing  is 
to  be  construed  as  prohibiting  the  development  of  appro- 
priate numbers  of  such  residencies  to  meet  national  needs." 

Moreover,  if  Congress  approves  the  Administration  con- 
templated Community  Mental  Health  Systems  Act,  which 
would  stimulate  initiatives  to  provide  services  to  the  20-32 
million  Americans  identified  by  the  President's  Commission 
on  Mental  Health  as  in  need  of  mental  health  care,  including 
those  in  what  currently  are  psychiatric  manpower  shortage 
areas,  the  need  for  adequately  trained  psychiatrists  will 
further  expand. 

Accordingly,  we  recommend  that  Section  202  of  S.230  be 
amended  as  follows: 

On  page  8,  between  lines  11  and  12  insert  the 
following: 

(b)  Section  2(a)(4)  of  the  Health  Professions  Ed- 
ucational Assistance  Act  of  1976  (relating  to 
Findings  and  Declarations  of  Policy)  is  amended  by 
inserting  before  "physician"  the  following:  "except 

for  psychiatry  which  is  a medical  shortage  specialty". 

We  understand  that  the  Health  Resources  Administration  has 
already  suggested  reserving  10-15  percent  of  its  medical 
student  scholarships  in  the  NHSC  program  for  those  interested 
in  specializing  in  psychiatry.  Yet  no  efforts  to  date  have 
been  made  to  designate  psychiatry  a medical  specialty 
shortage.  The  proposed  amendment  would  be  an  important 
Congressional  commitment  to  that  goal  and  the  need  for 
amending  the  NHSC  scholarship  deferral  eligibility. 
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We  believe  the  amendment  we  propose,  in  combination  with 
the  bill's  broadening  of  the  service  corps  deferment  for 
payback,  will  provide  the  foundation  for  a renewed  and 
revitalized  and  adequately  trained  psychiatric  manpower 
pool.  It  will  not  only  help  diminish  the  manpower  shortage 
in  underserved  geographic  areas  of  the  country,  but  will 
provide  the  leadership  and  direction  to  any  new  mental 
health  system  established  by  Congress  in  the  future. 

We  hope  you  will  make  this  communication  part  of  the 
hearing  record  and  look  forward  to  working  with  you. 


Respectfully, 


President 


JHM:JBC:TF:mag 
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Joseph  A.  George,  CRNA 

Chairman,  Government  Relations  Committee 

S.  Dakota  Association  of  Nurse  Anesthetists 

4701  Steamboat  Circle 

Rapid  City,  South  Dakota  57701 


March  27,  1979 


The  Honorable  Senator  Larry  Pressler 
United  States  Senate 
Washington,  D.  C.  20515 

Dear  Mr.  Pressler: 

I would  appreciate  the  opportunity  of  providing  you  with  some 
thoughts,  on  S-230,  for  the  official  committee  transcripts. 

First  and  most  important  is  specific  mention  of  allocations  for 
financial  support  of  traineeships  for  registered  nurses  to  be 
nurse  anesthetists.  This  is  imperative  in  any  legislation  ear- 
marked for  nurse  training.  The  importance  being: 

1.  Students  are  seldom  eligible  for  existing  state  or  federal 
programs  because  cf  restrictive  residency  rules  or  previously 
earned  salaries  as  a registered  nurse. 

2.  Students  find  it  very  difficult  to  supplement  their  income 
with  outside  work  because  of  rotating  clinical  schedules  and 
the  fact  that  the  schools  of  nurse  anesthesia  extend  for  twenty 
four  consecutive  months. 

3.  Finally,  previously  earned  stipends  for  anesthesia  students 
are  being  curtailed  as  part  of  cost  containment,  for  the  assoc- 
iated hospitals. 

As  I have  mentioned  in  one  of  our  earlier  correspondence,  nurse 
anesthetists  provide  the  majority  of  anesthesia  across  the  nation, 
including  two-thirds  of  anesthesia  in  rural  areas.  Nurse  anesthetists, 
CRNA' s,  play  a vital  role  in  the  delivery  of  anesthesia  services  in 
the  State  of  South  Dakota.  As  you  may  know,  there  are  two  schools 
of  nurse  anesthesia  in  South  Dakota.  Mount  Marty  College  in  Yankton 
and  McKennan  Hospital  in  Sioux  Falls  both  offer  anesthesia  programs. 

You  might  also  be  interested  in  knowing  that  Mount  Marty  was  the 
first  program  in  the  nation  to  offer  a baccalaureate  degree  in  nurse 
anesthesia. 

As  a member  of  the  health  care  field  and  one  concerned  about  the  in- 
creasing cost  of  health  care,  I feel  that  an  investment  in  nurse 
anesthesia  training  is  a step  toward  health  care  cost  containment. 


Sincerely, 


Joseph  A.  George 

Chairman,  Government  Relations  Committee 


RB 
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III.  S.  590,  “The  Clinical  Laboratory  Improvement  Act  of  1979” 

STATEMENT  OF  THE 

AMERICAN  SOCIETY  OF  CLINICAL  PATHOLOGISTS 
ON 

S . 590,  CLINICAL  LABORATORY  IMPROVEMENT  ACT  OF  1979 
PRESENTED  TO  THE 

SUBCOMMITTEE  ON  HEALTH  AND  SCIENCE 
COMMITTEE  ON  LABOR  AND  HUMAN  RESOURCES 
UNITED  STATES  SENATE 

March  21,  1979 

The  American  Society  of  Clinical  Pathologists  is  a non- 
profit, educational  and  scientific  medical  specialty  society  repre- 
senting nearly  23,000  pathologists  and  other  medical  laboratory 
professionals.  Our  members  practice  in  a wide  variety  of  laboratory 
environments:  hospitals,  universities,  independent  laboratories, 

military  and  veterans'  hospitals,  and  federal,  state  and  local  govern-' 
ment  facilities . Our  organization  is  vitally  concerned  with  the 
quality  of  health  care  in  this  nation,  and  we  are  committed  to  up- 
holding the  very  highest  standards  in  the  clinical  laboratory. 

Because  of  the  ASCP's  fifty-seven  year  commitment  to  the 
improvement  of  the  delivery  of  clinical  laboratory  services , we  have 
a great  interest  in  the  proposed  Clinical  Laboratory  Improvement  Act. 
We  believe  that  laboratory  services  throughout  the  United  States  are 
the  finest  in  the  world.  They  are  constantly  being  improved  through 
the  dedication  and  hard  work  of  individuals  and  professional  organ- 
izations in  the  field. 
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Much  attention  has  been  given  in  the  press,  in  Congress, 
and  in  the  medical  profession  to  the  quality  of  laboratory  services, 
and  to  fraudulent  activity  in  clinical  laboratories . While  this 
type  of  activity  is  offensive  to  everyone,  it  is  particularly  so 
to  those  of  us  in  the  profession.  Thus,  we  want  to  do  everything 
possible  to  ensure  that  all  laboratories  are  of  high  quality  and 
conduct  their  business  with  honesty  and  integrity.  We  commend  the 
Committee  for  its  interest  and  concern  in  this  area. 

We  would  like  to  emphasize,  however,  that  the  vast  major- 
ity of  our  profession  are  honest,  hard-working  and  dedicated  profes- 
sionals. Further,  many  controls,  both  private  and  governmental, 
exist  to  monitor  the  quality  of  clinical  laboratories.  Rules  and 
regulations  authorized  by  the  Clinical  Laboratory  Improvement  Act' 
of  1967  are  presently  in  effect.  All  hospital  laboratories  have 
extensive  quality  review  systems  of  personnel  and  procedures.  Many 
states  have  laboratory  licensure  laws  or  laboratory  certification 
programs,  and  legislation  is  pending  in  several  additional  states 
to  require  such  programs . 

In  a time  of  cost-consciousness,  when  government  spending 
and  bureaucratic  inefficiency  are  the  subject  of  widespread  criti- 
cism, it  does  not  seem  prudent  to  enact  legislation  which  will  in 
many  ways  be  duplicative  of  present  efforts.  S.590  would  mandate 
costly  regulation  of  the  laboratory  which  would  not  necessarily 
improve  the  quality  of  laboratory  services.  Because  we  do  not  see 
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a clearly-established  need  for  the  regulation  provided  for  in  S.590,' 
we  must  state  our  general  opposition  to  the  Bill. 

We  recognize  the  desire  of  the  Committee  to  assure  the 
best  in  health  care  for  the  citizens  of  this  nation,  and  we  share 
that  desire.  It  is  in  this  context  that  we  offer  our  comments  and 
recommendations  regarding  S.590. 

In  Section  7 of  the  Bill,  titled  "Hospital-Associated 
Physicians,"  it  is  proposed  that  the  Social  Security  Act  be  amended 
in  such  a way  that  the  term  "physicians'  services"  is  re-defined. 
Under  this  provision,  pathology  services  would  be  physicians'  ser- 
vices only  when  a physician  personally  performs  an  act  or  makes  a 
decision  with  respect  to  a patient's  diagnosis  or  treatment.  In 
order  to  qualify  as  a physician's  service,  a service  must  be  per- 
sonally performed  or  personally  directed  by  a physician,  and  must  be 
of  such  nature  that  its  performance  by  a physician  is  appropriate. 

This  provision  is  not  a measure  of  "clinical  laboratory 
improvement"  but  is  a major  reordering  of  the  nature  of  medical 
practice.  It  will  have  dramatic  impact  on  the  entire  practice  of 
medicine.  Further,  the  proposed  amendment  to  the  Social  Security 
Act  will  only  diminish  the  quality  of  pathology  services  now  being 
provided  as  an  integral  part  of  medical  practice  and  patient  care, 
and  has  the  potential  to  cause  difficulties  in  obtaining  quality 
laboratory  services  in  small  hospitals  throughout  the  country.  We 
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recommend  that  this  entire  section  be  deleted  from  S.590,  and  we 
support  the  existing  definition  as  stated  in  Section  1861(q)  of  the 
Social  Security  Act:  "The  term  'physicians'  services'  means  pro- 

fessional services  performed  by  physicians,  including  surgery,  con- 
sultation, and  home,  office  and  institutional  calls." 

Because  certification  of  laboratory  personnel  is  one  of 
the  major  activities  of  our  Society,  the  area  of  personnel  standards 
is  one  of  great  concern  to  us.  We  have  offered  testimony  on  these 
provisions  in  previous  versions  of  the  Clinical  Laboratory  Improve- 
ment Act.  As  we  have  in  previous  testimony,  we  support  the  "Studies 
Respecting  Requirements  for  Laboratories  and  Laboratory  Personnel," 
provided  for  in  Section  379  of  S.590.  The  studies  called  for  in 
this  section  would  result  in  a body  of  valuable  data  on  laboratory 
personnel,  and  the  relationships  of  certification,  proficiency  exam- 
inations and  training  requirements  to  overall  laboratory  performance. 
As  one  of  the  major  organizations  involved  in  the  certification  of 
laboratory  professionals,  the  ASCP  would  welcome  such  a study. 

We  do  not,  however,  support  the  prescription  of  personnel 
standards  for  all  technical  personnel  in  the  laboratory,  as  provided 
for  in  Section  372  (b)  (4) , until  such  time  as  a study  demonstrates 
that  such  prescription  by  the  Secretary  is  necessary.  Personnel 
needs  vary  in  each  laboratory,  and  with  well-established,  highly- 
respected,  private  sector  certification  available,  setting  high  stan- 
dards for  laboratory  professionals,  laboratory  directors  and 
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supervisory  personnel  can  staff  their  laboratories  according  to 
their  individual  needs  and  be  assured  of  a high-quality  staff.  It 
is  our  belief  that  the  private  sector  of  the  health  care  field  has 
a responsibility  to  ensure  competence  of  personnel,  and  the  ASCP 
and  its  Board  of  Registry  are  carrying  out  that  responsibility. 

If  the  study  mandated  by  S.590  should  demonstrate  a need 
for  further  personnel  standards  to  be  established,  the  appropriate 
legislative  action  can  be  taken  at  that  time.  The  ASCP  would  be 
pleased  to  assist  in  the  development  of  recommendations,  should  the 
need  be  established  by  this  study. 

Let  there  be  no  question  whatsoever  that  we  wholeheartedly 
support  the  concept  of  qualified  personnel  in  the  laboratory  at  all 
levels.  We  do  believe,  however,  that  if  personnel  standards  are 
enacted,  in  this  bill  or  any  future  legislation,  they  should  not 
prescribe  requirements  for  laboratory  personnel  below  the  level  of 
laboratory  director  and  supervisors.  It  is  our  understanding  that 
the  Secretary  of  HEW  is  presently  reviewing  personnel  standards 
developed  by  HEW  Staff  under  existing  authority,  which  prescribe 
requirements  only  for  directors  and  supervisors.  Since  we  have  not 
had  the  opportunity  to  review  these  proposals,  we  cannot  comment  on 
them.  We  would,  however,  concur  with  the  testimony  presented  to 
this  committee  on  March  16,  1979,  by  Assistant  Secretary  for  Health 
Doctor  Julius  Richmond,  in  which  he  pointed  out  that  personnel  stan- 
dards are  being  developed,  alleviating  the  necessity  to  include  these 
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provisions  in  S.590. 

Because  of  the  critical  responsibilities  of  a laboratory 
director,  and  of  the  other  professionals  in  supervisory  positions, 
it  is  crucial  that  they  be  highly  qualified.  We  would  like  to 
recommend,  in  fact,  that  the  position  of  laboratory  director  carry 
the  requirement  of  an  M.  D.  degree.  These  highly-qualified  prac- 
titioners of  medicine  should  then  be  given  the  freedom  to  make 
decisions  regarding  the  necessary  training  and  experience  for  bench- 
level  technologists  and  technicians.  These  decisions  can  be  made 
on  the  basis  of  the  workload  of  the  laboratory,  the  availability  of 
personnel  in  the  area,  and  other  variables.  We  suggest  that  if  the 
personnel  standards  provisions  must  be  included  in  S.590,  they  be 
revised  to  retain  the  language  of  the  Clinical  Laboratory  Improvement 
Act  of  1967,  in  which  the  Secretary  was  empowered  to  establish  stan- 
dards for  "...  qualifications  of  the  director  of  the  laboratory 
and  other  supervisory  professional  personnel  necessary  for  adequate 
and  effective  professional  supervision  of  the  operation  of  the 
laboratory  ..." 

We  have  noted  that  an  employee  protection  clause,  which 
has  appeared  in  previous  versions  of  this  legislation,  is  also 
included  in  S.590,  in  Section  375, (d),  and  that  this  portion  of  the 
bill  has  been  expanded  and  now  outlines  the  procedures  for  filing 
complaints  and  for  collecting  damages.  We  certainly  agree  that  no 
laboratory  employee  should  feel  threatened  as  to  his  job  security. 
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should  he  be  aware  of  and  wish  to  report  Violations  of  laboratory 
standards.  However,  employees'  rights  are  protected  in  existing 
laws,  presently  administered  by  the  Fair  Employment  Practices 
Commission  and  the  Equal  Employment  Opportunity  Commission.  To 
include  these  provisions  in  S.590  is  unnecessarily  duplicative. 

Finally,  we  would  like  to  comment  on  Section  373  of  S.590, 
titled  "Agreements."  We  support  this  section  of  the  bill,  and  are 
pleased  to  see  the  bill  providing  for  cooperation  between  the  govern- 
ment and  the  private  sector.  There  are  fine  programs,  in  existence, 
being  conducted  by  private,  nonprofit  organizations  to  inspect 
laboratories,  administer  proficiency  testing,  and  examine  laboratory 
personnel.  The  College  of  American  Pathologists  conducts  a labora- 
tory inspection  and  accreditation  program  and  an  interlaboratory 
proficiency  testing  program.  These  CAP  programs  have  recently  been 
deemed  to  meet  laboratory  inspection  requirements  of  the  Joint  Com- 
mission on  Accreditation  of  Hospitals  and,  thereby,  the  standards 
for  Medicare- approved  laboratories.  Our  own  ASCP  Board  of  Registry 
is  another  example  of  a private  program,  this  time  in  the  examination 
of  clinical  laboratory  personnel.  The  Board  of  Registry  has  been 
certifying  laboratory  professionals  since  1928,  certifies  in  three 
generalist  and  ten  specialist  categories,  and  has  examined  more  than 
183,000  individuals  in  its  fifty-one  year  history.  We  strongly 
support  the  provisions  in  this  legislation  which  would  permit  the 
Secretary  to  take  full  advantage  of  the  expertise . that  has  been 
developed  in  the  private  sector. 
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We  would  also  like  to  suggest  that  in  part  (b)  of  this 
section  of  S.590,  a sentence  be  inserted  that  would  allow  state  and 
local  agencies  as  well  to  enter  into  such  agreements  with  private, 
nonprofit  organizations. 

We  would  like  to  conclude  our  statement  by  re-emphasizing 
our  commitment  to  the  very  highest  standards  in  the  clinical  labora- 
tory. The  American  Society  of  Clinical  Pathologists  is  pleased  to 
have  this  opportunity  to  comment  on  S.590. 
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WASHINGTON  OFFICE 

STATEMENT  OF  THE  AMERICAN  HOSPITAL  ASSOCIATION 
BEFORE  THE  SUBCOMMITTEE  ON  HEALTH  AND  SCIENTIFIC  RESEARCH 
OF  THE 

SENATE  COMMITTEE  ON  LABOR  AND  HUMAN  RESOURCES 
ON 

S.590,  THE  CLINICAL  LABORATORY  IMPROVEMENT  ACT  OF  1979 
March  21,  1979 

The  American  Hospital  Association  represents  over  6,400  health  care  institutions 
(including  most  of  the  nation's  hospitals,  extended  and  long-term  care  institutions, 
mental  health  facilities,  and  hospital  schools  of  nursing)  and  over  27,000  personal 
members.  We  are  pleased  to  present  our  views  on  S.590,  the  Clinical  Laboratory 
Improvement  Act  of  1979. 

IDENTIFICATION  OF  THE  NEED  FOR  CLINICAL  LABORATORY  REGULATION 

The  AHA  has  consistently  supported  programs  designed  to  assure  safe  and  competent 
health  care  in  hospitals  and  other  health  care  institutions,  including  programs  that 
contribute  to  prompt  availability  of  reliable  clinical  laboratory  services.  One 
example  of  this  long-standing  commitment  has  been  AHA's  relationship  with  the  Joint 
Commission  on  Accreditation  of  Hospitals  (JCAH) , which  the  Association  founded  in 
conjunction  with  other  leading  professional  health  organizations.  The  JCAH  is  a 
voluntary,  independent  commission  that  defines  standards  for  health  care  delivery 
in  the  institutional  setting,  including  standards  related  to  laboratory  services. 

While  we  strongly  support  the  concept  of  assuring  the  reliability  of  hospital  tests, 
we  question  the  efficacy  of  establishing  yet  another  federal  regulatory  program  as  a 
vehicle  to  achieve  this  goal.  We  believe  any  legislation  affecting  the  operations 
of  these  laboratories  should  result  in  demonstrable  improvement  in  the  quality  of 
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their  operations  at  a minimum  increase  in  costs.  Carefully  designed  studies,  pro- 
viding complete  and  valid  evidence  of  the  costs  and  benefits  of  additional  regulation, 
should  serve  as  the  basis  for  a program  such  as  that  proposed  by  this  legislation. 

We  recognize  the  fact  that  S.590  specifically  acknowledges  the  need  to  evaluate  the 
impact  and  cost-effectiveness  of  standards  applied  to  clinical  laboratories  and  we 
endorse  its  proposal  that  studies  be  undertaken  in  this  regard. 

The  bill  calls  for  studies  designed  to: 

• assess  the  adequacy  of  existing  certification  standards  and  state  licensing  laws; 

• assess  the  need  for  certification  of  employed  personnel  to  assure  their 
continued  competency  in  laboratory  testing  procedures; 

• determine  the  number  of  persons  in  the  technical  laboratory  personnel  labor 
pool  who  would  qualify  for  employment  under  such  standards  as  those  proposed 
by  this  legislation; 

• analyze  the  effects  of  the  costs  and  quality  of  laboratory  tests  and  procedures 
by  requiring  that  a lab  may  not  be  licensed  unless  its  staff  meets  the  standards; 

• analyze  the  ratifications  of  such  personnel  standards  for  rural  clinical 
laboratories,  which  will  encounter  difficulties  in  recruiting  and  retaining 
qualified  personnel;  and 

• analyze  and  evaluate  the  present  performance  of  laboratories  located  in  physicians' 
offices,  and  the  advisability  of  continuing  the  present  policy  of  exempting 

such  labs  from  the  personnel  and  testing  standards. 

However,  it  is  inappropriate  that  these  important  effects  be  evaluated  only  after 
the  bill’s  new  standards  are  enacted.  We  feel  that  there  are  distinct  advantages, 
from  an  economic  and  administrative  viewpoint,  in  conducting  the  studies  first  and 
then  acting  in  consonance  with  the  findings.  Undertaking  evaluative  studies  at  a 
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time  when  the  field  is  adjusting  to  the  implementation  of  new  standards  will  under- 
mine the  reliability  and  validity  of  the  information  gathered.  For  example,  the 
proposed  standards  for  personnel  will  involve  significant  modifications  in  the 
staffing  patterns  of  some  hospitals.  Further,  the  specification  of  mandatory 
proficiency  testing  for  all  clinical  labs  presents  many  technical  problems,  due  to 
the  present  state-of-the-art,  which  we  will  address  later  in  this  statement. 

The  Association  further* recommends  that  this  legislation  direct  the  Secretary  of 
HEW  to  take  advantage  of  developed  expertise  in  the  private  sector  in  undertaking  the 
several  studies  called  for  in  the  bill.  Appointment  of  an  advisory  panel  comprised  of 
individuals  representing  appropriate  professional  groups — a provision  of  earlier  versions 
of  this  legislation — would  assure  the  participation  and  cooperation  of 
those  directly  affected  and  most  knowledgeable  in  the  construction  and  interpretation 
of  these  evaluative  studies.  We  would  recommend  an  advisory  committee  on  clinical 
laboratories  to  be  established  on  enactment  of  this  bill,  including  representation 
from  hospital  administration. 

FRAUD  AND  ABUSE 

One  of  the  purposes  for  clinical  laboratory  legislation  was  the  problem  of  more 
effectively  dealing  with  fraud  and  abuse,  and  with  standardizing  the  quality  of 
services  in  clinical  laboratories.  P.L. 95-142,  the  Medicare/Medicaid  Anti-Fraud 
and  -Abuse  Act , includes  a number  of  fraud  and  abuse  provisions  under  Medicare  and 
Medicaid. 

Further,  in  1978  HEW  promulgated  quality  control  and  proficiency  testing  regulations 
applicable  to  hospital-based  and  independent  laboratories.  Because  of  these 
developments,  we  believe  that  this  legislation  should  be  carefully  evaluated  against 
provisions  already  in  place  in  law  and  regulation.  We  are  concerned  that  this 
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proposal  could  needlessly  add  to  the  plethora  of  regulations  that  already  apply 
to  hospitals  and  laboratories. 


PERSONNEL  STANDARDS 

The  AHA  is  concerned  about  the  detailed  personnel  standards  prescribed  in  Section 
372(b)(4).  While  we  agree  that  all  laboratories  should  meet  minimum  personnel 
standards  for  directors  and  supervisors,  we  believe  that  specific  requirements  for 
laboratory  personnel  below  the  supervisory  level  would  be  costly  and  unnecessary 
in  achieving  the  goals  of  this  legislation.  Many  capable,  experienced  individuals 
without  formal  credentials  are  now  performing  the  tasks  required  in  providing 
satisfactory  laboratory  services,  and  we  believe  it  is  desirable  and  necessary  that 
those  who  are  performing  be  allowed  to  continue  to  provide  services , particularly 
in  small  and  rural  hospitals. 

Development  of  rigid  and  uniform  personnel  standards  for  non-supervisory  employees, 
moreover,  could  retard  desirable  and  cost-effective  innovations  in  manpower  utilization. 
Evolution  of  new  technology  and  improved  techniques  for  performing  tasks  impacts 
significantly  on  the  skills  and  knowledge  of  the  personnel  required  to  perform 
laboratory  tests.  For  example,  in  the  past,  certain  procedures  have  required  the 
skill  and  knowledge  of  a highly  trained  laboratory  worker  to  accomplish  an  individual 
test.  Today,  advancing  technology,  prepackaging  and  automation  of  some  tests 
have,  in  many  cases,  eliminated  the  need  for  advanced  skills  in  completing  such  tests. 

PROFICIENCY  TESTING  OF  CLINICAL  LABORATORIES 

S.590  specifically  calls  for  two  types  of  testing  procedures  for  evaluating  the 
performance  of  clinical  laboratories. 
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General  Proficiency  Testing 

Section  372(d)  requires  that  the  Secretary  develop  job  related  proficiency  and 
practical  examinations,  design  mechanisms  to  assure  the  continued  competency  of 
personnel,  and  administer  annual  on-site  testing  of  employees  of  clinical  laboratories. 

Many  hospitals  have  been  participating  in  effective  and  worthwhile  proficiency  testing 
programs  on  a voluntary  basis  because  of  the  desire  of  directors  of  hospital 
clinical  laboratories,  medical  staffs,  and  hospital  managers  to  improve  the  quality 
and  reliability  of  clinical  laboratory  services.  The  College  of  American  Pathologists 
(CAP)  conducts  an  extensive  inspection  and  accreditation  program.  Over  5,000 
hospital  laboratories  participated  in  the  college's  various  proficiency  testing 
programs  last  year  and  more  than  1,300  of  the  laboratories  were  actually  inspected 
by  the  CAP  teams.  The  proficiency  testing  programs  of  the  American  Association 
of  Bioanalysts  include  a total  of  800  hospital-based  laboratories.  AHA  has 
encouraged  hospital  participation  in  these  high  quality,  evaluative  programs,  and 
we  believe  such  efforts  have  had  a beneficial  impact  on  the  quality  of  laboratory 
services. 

These  voluntary  arrangements  have  also  demonstrated  that  tailoring  the  proficiency 
testing  program  to  the  needs  of  specific  institutions,  and  to  the  scope  of  services 
actually  provided,  is  essential  to  a fair  and  meaningful  testing  program.  For 
many  small  hospital  laboratories,  requiring  proficiency  in  tests  which  are  not 
representative  of  the  actual  daily  workload  could  result  in  performance  that  failed 
to  meet  prescribed  standards.  Thus,  such  laboratories  would  be  in  jeopardy  of  losing 
their  licenses,  which  in  turn  could  lead  to  the  termination  of  all  hospital  services. 
In  our  view,  proficiency  testing  aimed  at  improving  the  quality  of  the  clinical 
laboratory  performance  should  be  designed  to  measure  performance  on  tests  actually 
conducted  on  a routine  basis. 


45-450  0 


79  - 40 


620 


6 


We  strongly  believe  that  any  national  standards  must  be  flexible  enough  to  take 
into  account  the  variation  in  type  and  scope  of  laboratory  services  needed  and 
provided  in  the  range  of  communities  in  the  United  States. 

Blind  Proficiency  Testing 

A recent  Center  for  Disease  Control  (CDC)  study.  Comparison  of  Performance  with  Mail- 
Distributed  and  Blind  Proficiency  Testing  Samples,  by  Louis  C.  LaMotte,  Jr.,  Sc.D, 
et  al.,  noted  the  difficulty  of  arranging  for  blind  proficiency  testing  on  a routine 
basis.  This  difficulty  relates  to  the  methodological  problems  of  transporting 
human  speciments  under  controlled  conditions  and  camouflaging  the  submission  of 
blind  samples  to  laboratories,  as  well  as  to  the  significant  costs  involved  in  such 
a program.  We  believe  that  no  such  requirement  should  be  implemented  unless  its 
application  proves  cost  effective.  Our  reservations  are  based  on  the  following: 

• efforts  to  use  proficiency  testing  have  been  on  a limited  sampling  or 
model  program  basis; 

• neither  CDC  nor  any  professional  group  has  developed  procedures  that  can  be 
used  nationally  to  assess  laboratories,  reliably  on  a blind  test  basis; 

• mechanisms  do  not  exist  for  assuring  that  blind  samples  submitted  by  a testing 
service  remain  unidentified,  and  were  such  mechanisms  to  be  developed,  they 
would  be  difficult,  if  not  impossible,  to  implement;  and 

• the  cost  of  establishing  and  using  blind  testing  universally  has  been  estimated 
as  prohibitive  by  organizations  that  have  attempted  such  testing. 

We  recommend  that  blind  proficiency  testing  should  not  be  incorporated  as  a requirement 
for  clinical  laboratories  unless  a methodology  is  developed  through  research  and  it 
can  be  demonstrated  that  the  application  of  blind  proficiency  testing  results  in 
improvement  in  the  quality  of  services  on  a cost  effective  basis. 
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APPLICATION  TO  SMALL,  RURAL  HOSPITALS 

The  AHA  is  seriously  concerned  about  the  rigid  application  of  national  standards 
to  small,  rural  hospitals.  While  S.590  provides  for  a two-year  delay  in  implementation 
of  such  standards — specifically,  standards  prescribing  qualifications  for  laboratory 
personnel  in  certain  clinical  laboratories  in  rural  areas — the  bill  does  not  include 
authority  for  the  Secretary  of  HEW  to  grant  waivers  once  the  period  has  ended. 

We  believe  that  such  authority  is  essential,  to  deal  with  the  problems  of  rural 
hospitals  which  experience  temporary  shortages  of  qualified  laboratory  personnel. 

Rural  hospitals  encounter  great  difficulty  in  recruiting  and  retaining  qualified 
health  personnel  for  their  laboratories.  For  one  reason,  there  is  insufficient 
challenge  in  routine  types  of  testing.  For  another,  there  are  limited  options  for 
professional  development  and  advancement.  For  still  another,  there  are  restricted 
social  opportunities,  particularly  for  technicians  trained  in  urban  areas.  Finally, 
there  are  disadvantageous  geographic  factors,  such  as  isolation  and  harsh  climate. 

Because  of  the  difficulty  which  rural  hospitals  have  in  recruitment  and  retention  of 
qualified  personnel  and  the  unlikely  probability  of  significantly  modifying  the 
social,  professional,  and  residential  environment  in  which  rural  hospitals  are  located, 
the  AHA  recommends  that  a renewable  waiver  of  personnel  requirements  be  provided  for 
hospitals  located  in  isolated  areas  where  there  is  a shortage  of  qualified  laboratory 
personnel.  Consideration  for  granting  this  waiver  would  take  into  account  the 
volume  and  type  of  tests  that  are  essential  to  the  provision  of  services  in  an  otherwise 
medically  underserved  area  and  the  geographic  location  of  the  hospital. 

The  waiver  would  be  granted  to  rural  hospitals  where  (1)  such  waiver  would  not  create 
a health  hazard  for  the  community  served  by  the  institution,  and  (2)  where  the  hospital 
demonstrates  that  although  it  is  making  a good-faith  effort  to  comply  with  the  federal 
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personnel  standards,  it  has  either  been  unable  to  attract  the  necessary  number  of 
qualified  personnel  or,  because  of  the  loss  of  a qualified  laboratory  worker,  has  found 
itself  out  of  compliance  with  the  federal  requirements. 

Such  a waiver  was  endorsed  last  year  by  the  100-member  Congressional  Rural  Caucus, 
when  similar  legislation  was  considered  by  Congress. 

We  envision  that  utilization  of  this  waiver  might  follow  much  the  same  pattern 
that  has  developed  with  the  waiver  from  the  Medicare  24-hour  nursing  requirement. 

This  waiver  provision,  enacted  by  Congress  as  an  amendment  to  the  Social  Security 
Act  in  1971  (P. L. 91-690) , has  been  important  in  assuring  access  to  needed  hospital 
care  for  Medicare  beneficiaries.  It  permits  the  Secretary  of  HEW  to  waive  the 
requirement  for  Medicare-participating  hospitals  to  have  24-hour  registered  nurse 
staffing,  provided  the  hospital  was  making  a good-faith  effort  to  achieve  compliance 
with  the  requirement  and  provided  no  undue  health  hazards  existed.  Although  initially 
there  were  some  600  hospitals  granted  waivers  under  this  provision,  recent  HEW 
data  indicate  that  36  hospitals  are  presently  waived.  This  suggests  hospitals f 
efforts  to  achieve  full  compliance,  notwithstanding  the  potential  of  a renewable 
waiver. 

The  AHA  recommends  that  Section  372  (f)  (2)  of  S.590  be  amended  to  read: 

"(2)  During  the  two-year  period  and,  upon  approval  by  the  Secretary, 
for  subsequent  two-year  periods,  beginning  on  the  date  that  national  standards 
for  clinical  laboratories  first  take  effect  under  section  372  the  provisions 
of  such  standards  prescribing  qualifications  for  laboratory  personnel  shall 
not  apply  to  a clinical  laboratory  which — 

"(A)  the  Secretary  determines  is  located  in  a rural  area  (as 
defined  by  the  Secretary)  in  which  individuals  with  the  qualifications 
prescribed  by  such  provisions  are  not  available. 
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"(B)  performs  services  solely  for  hospitals  and  licensed  physicians, 
dentists,  or  podiatrists  (or  any  combination  of  such  practitioners) 
located  within  such  rural  area,  and 

"(C)  provides  the  Secretary  satisfactory  assurances  that  it  will 
take  such  actions  as  may  be  necessary  to  train  individuals  to  meet  such 
qualifications  on  a continuing  basis  or  to  employ  individuals  with  such 
qualifications . " 

Moreover,  because  of  the  hardships  facing  rural  hospitals  with  fewer  than  50  beds  and 
because  the  medical  staff  of  these  institutions  frequently  consists  of  five  doctors 
or  less,  the  AHA  recommends  that  such  hospitals  be  granted  the  same  consideration 
extended  to  physicians',  dentists',  and  podiatrists'  offices  and  to  rural  health 
clinics  which  provide  clinical  laboratory  services. 

The  AHA  recommends  that  Section  372  (f)  (3)  (A)  (i)  be  amended  to  read: 

"(i)  which  is  located  in  the  office  of,  and  operated  by,  a licensed 
physician,  dentist,  or  podiatrist,  or  a group  of  not  more  than  five  such 
practitioners,  or  in  a rural  hospital  of  less  than  50  beds,  or  in  a rural 
health  clinic,  as  defined  in  section  1861  (aa)  (22)  of  the  Social  Security 
Act,  and" 

Acceptance  of  these  amendments  would  permit  the  Secretary  to  recognize  and  deal 
constructively  with  the  special  problems  encountered  in  rural  and  often  isolated 
areas. 

OTHER  ADMINISTRATIVE  CONCERNS 
On-Site  Unannounced  Inspections 

We  are  concerned  that  the  authority  for  unannounced,  on-site  inspections  is  too 
broad.  Such  authority  at  the  discretion  of  the  Secretary  could  result  in  highly 
disruptive  inspections  which  would  interfere  with  orderly  and  efficient  hospital 
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functions.  Moreover,  if  such  inspections  were  conducted  without  appropriate 
warrants,  they  would  neither  be  consonant  with  the  spirit  of  the  Fourth  Amendment 
nor  with  pertinent  Supreme  Court  decisions. 

Research  and  Insurance  Laboratories 

We  support  the  exemptions  from  the  national  standards  for  laboratories  engaged  in 
research  and  those  which  perform  tests  for  insurance  purposes.  Regulation  of 
such  facilities  would  not  further  the  goals  and  objectives  of  this  proposed 
legislation. 

Laboratory  Standard-Setting  and  Inspection 

We  support  the  provisions  of  the  bill  which  allow  the  Secretary  to  enter  into 
agreements  in  this  regard  with  qualified  nonprofit,  private  entities.  It  is 
undesirable  to  develop  fragmented  regulatory  mechanisms  for  each  hospital  activity, 
which  would  inevitably  increase  the  cost  of  providing  health  services  and  subject 
hospitals  to  multiple  inspections  which  could  otherwise  be  handled  through  a 
single  survey.  Acceptance  of  voluntary  inspection  and  accreditation  programs  would 
help  avoid  the  need  for  federal  or  state  government  programs. 


The  AHA  appreciates  the  opportunity  to  express  its  views  on  the  Clinical  Laboratory 
Improvement  Act  of  1979  and  we  will  be  pleased  to  provide  any  additional  information 
the  Committee  may  request. 
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liommission  875  North  Michigan  Avenue  Chicago,  Illinois  60611 
on  Accreditation  of  Hospitals  (312)  642-6061 


John  E.  Affeldt,  M.D. 
President 


March  20,  1979 


The  Honorable  Edward  M.  Kennedy 
Chairman,  Subcommittee  on  Health 
and  Scientific  Research 
Senate  Committee  on  Labor  and 
Human  Resources 
310  B Senate  Courts  Annex 
120  C Street,  N.E. 

Washington,  D.C.  20510 

Dear  Mr.  Chairman: 

You  will  find  enclosed  with  this  letter  a statement  of  the  Joint  Commission 
on  Accreditation  of  Hospitals  (JCAH)  on  S.S90,  The  Clinical  Laboratory 
Improvement  Act  of  1979. 

We  respectfully  request  that  this  statement  be  included  in  the  hearing 
record  of  your  subcommittee  on  this  proposed  legislation. 

You  will  note  from  the  enclosed  statement  that  the  JCAH  has  three  major 
concerns  with  the  present  construction  of  S.590,  namely: 

- it  inaugurates  a universal  Federal  clinical  laboratory  licensure 
program  while  Medicare,  Medicaid  and  Interstate  laboratories 
could  appropriately  have  been  excluded  because  they  are  already 
subject  to  Federal  control, 

- the  bill  would  seem  to  require  qualified  public  and  nonprofit 
private  laboratory  accreditation/certification  entities  to  become 
the  government's  agent  for  laboratory  certification  purposes  (thus 
destroying  voluntarism  in  this  area) ; and 

- finally.  States  granted  licensure  determination  responsibility 
would  be  allowed  to  inspect  clinical  laboratories  in  spite  of  a 
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The  Honorable  Edward  M.  Kennedy 
March  20,  1979 
Page  Two 


prior  Secretarial  finding  that  such  laboratories  successfully 
participating  in  qualified  voluntary  accreditation  programs 
meet  the  Federal  licensure  standards. 

As  you  can  see  our  concerns  all  relate  to  what  we  perceive  to  be  disincen- 
tives for  perpetuation  of  qualified  voluntary  programs  of  laboratory 
accreditation/certification.  We  seek  your  assistance  to  improve  this 
legislation  in  this  regard. 

Thank  you  for  your  kind  attention  to  this  matter. 

Sincerely, 


J 

P 


PEM: JEA/bc 


cc:  Senator  Jacob  Javits 
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on  Accreditation  of  Hospitals  (312)  642-6061 


John  E.  Affeldt,  M.D. 
President 


STATEMENT 
OF  THE 

JOINT  COMMISSION  ON  ACCREDITATION  OF  HOSPITALS 
ON  S590 

THE  CLINICAL  LABORATORY  IMPROVEMENT  ACT  OF  1979 
BEFORE  THE  SUBCOMMITTEE  ON  HEALTH  AND  SCIENTIFIC  RESEARCH 
OF  THE 

SENATE  LABOR  AND  HUMAN  RESOURCES  COMMITTEE 
MARCH  16,  1979 


Mr.  Chairman,  I am  John  E.  Affeldt,  M.D.,  President  of  the  Joint  Commission  on 
Accreditation  of  Hospitals  (JCAH) . I am  pleased  to  have  this  opportunity  to 
present  the  views  and  recommendations  of  the  Joint  Commission  to  the  Subcommittee 
on  Health  on  S.S90,  the  Clinical  Laboratory  Improvement  Act  of  1979. 


■ JCAH/Historical  Background 

Before  addressing  myself  to  this  legislation,  I would  like  to  present  background 
information  about  JCAH.  In  19S1  the  American  College  of  Physicians,  the  American 
Hospital  Association,  the  American  Medical  Association,  and  the  Canadian  Medical 
Association  (which  withdrew  in  1959  to  participate  in  its  own  national  hospital 
accreditation  program)  joined  with  the  American  College  of  Surgeons  to  form  the 
Joint  Commission  on  Accreditation  of  Hospitals.  The  JCAH  was  incorporated  in 
Illinois  as  a not-for-profit  corporation. 
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As  stated  in  Article  I of  its  Bylaws,  the  purposes  of  JCAH  are: 

(1)  to  establish  standards  for  the  operation  of  hospitals  and  other 
health-related  facilities  and  services; 

(2)  to  conduct  survey  and  accreditation  programs  that  will  encourage 
members  of  the  health  professions,  hospitals,  and  other  health- 
related  facilities  and  services  voluntarily  to 

(A)  promote  high  quality  of  care  in  all  aspects  in  order  to 
give  patients  the  optimum  benefits  that  medical  science 
has  to  offer, 

(B)  apply  certain  basic  principles  of  physical  plant  safety  and 
maintenance,  and  of  organization  and  administration  of 
function  for  efficient  care  of  the  patient, 

(C)  maintain  the  essential  services  in  the  facilities  through 
coordinated  effort  of  the  organized  staffs  and  the 
governing  bodies  of  the  facilities; 

(3)  to  recognize  compliance  with  standards  by  issuance  of  certificates  of 
accreditation; 

C4)  to  conduct  programs  of  education  and  research  and  publish  the  results 
thereof,  which  will  further  the  other  purposes  of  the  corporation,  and 
to  accept  grants,  gifts,  bequests,  and  devises  in  support  of  the  purposes 


of  the  corporation;  and 
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(5)  to  assume  such  other  responsibilities  and  to  conduct  such  other 
activities  as  are  compatible  with  the  operation  of  such  standard- 
setting, survey  and  accreditation  programs. 

This  voluntary  approach  to  quality  assurance  is  unique  to  the  United  States 
and  Canada.  Other  countries  have  approached  quality  assurance  through  govern- 
ment regulation,  whereas,  in  this  country  health  providers  took  the  initiative 
to  use  the  voluntary  approach,  which  has  resulted  in  an  effective  system  of 
coordination  between  the  public  and  private  sectors. 

Role  of  JCAH 

In  addition  to  its  Hospital  Accreditation  Program,  the  JCAH  also  establishes 
standards  and  offers  voluntary  accreditation  programs  throughout  the  United 
States  for  adult  psychiatric  facilities,  children's  and  adolescents'  psychiatric 
facilities,  drug  abuse  treatment  and  rehabilitation  programs,  alcoholism  treat- 
ment and  rehabilitation  programs,  community  mental  health  services,  long  term 
care  facilities,  services  for  mentally  retarded  and  other  developmental ly  dis- 
abled persons,  and  ambulatory  health  care  organizations.  Collectively  the 
accreditation  programs  of  the  Joint  Commission  survey  over  4,500  facilities, 
services  and  programs  in  the  course  of  a year,  and  approximately  7,300  facilities, 
services  and  programs  currently  hold  JCAH  accreditation.  Represented  in  this 
statistic  are  over  70%  of  the  hospitals  in  the  United  States. 

It  should  be  recognized  that  JCAH,  rather  than  directly  involving  itself  in  the 
evaluation  of  patient  care  and  services,  fixes  the  responsibility  for  performance 
of  these  functions  with  the  hospital  and  its  organized  medical  staff.  The  accre- 
ditation process  of  JCAH  is  a significant  mechanism  through  which  providers  of 
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health  care  and  related  human  services  have  been  effectively  motivated  through 
voluntary  professional  efforts  to  provide  higher  levels  of  quality  and  service. 

Hospital  Accreditation  Program  Standards 

The  JCAH  standards  for  hospital  accreditation  as  contained  in  the  Accreditation 
Manual  for  Hospitals,  1979  edition,  have  a long  history  of  development.  The 
first  "Minimum  Standard  for  Hospitals"  was  issued  by  the  American  College  of 
Surgeons  (ACS)  in  1917.  During  the  following  35  years  ACS  conducted  a Hospital 
Standardization  Program  which  caused  a natural  evolution  in  hospital  standards. 

In  1952  when  the  JCAH  survey  program  was  implemented  these  minimum  standards  of 
the  ACS  program  were  utilized. 

The  adopted  minimum  standards  were  revised  six  times  by  the  JCAH  Board  of 
Commissioners  between  1953  and  1965.  Then  in  August  1966,  the  Board  of  Commis- 
sioners voted  "to  review,  re-evaluate,  and  rewrite  the  hospital  accreditation 
standards  and  their  supplemental  interpretations  to  raise  and  strengthen  the 
standards  from  a level  of  minimum  essential  to  the  level  of  optimal  achievable 
and  to  assure  their  suitability  to  the  modern  state  of  the  art." 

Consequently,  the  standards  underwent  extensive  revision,  resulting  in  the  1970 
edition,  called,  for  the  first  time,  the  Accreditation  Manual  for  Hospitals  (AMH) . 
Since  then,  the  Manual  has  undergone  continuous  review  and  revision  to  keep 
abreast  of  the  state  of  the  art. 

Please  note  that  all  references  to  sections  of  S.590  which  follow  refer  to  the 
proposed  sectional  amendments  to  the  Public  Health  Service  Act. 
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Clinical  Laboratory  Licensure  - Cost  Consequences 

Mr.  Chairman,  the  JCAH  fully  supports  the  purposes  of  S.590.  We  are  not, 
however,  persuaded  that  Federal  licensure  of  clinical  laboratories  is  the  most 
economical  method  of  improving  clinical  laboratory  standards.  We  believe  the 
objectives  of  this  bill  are  on  their  way  to  achievement  by  the  Department  of 
Health,  Education  and  Welfare  under  the  existing  authority  of  Sec.  1861(s)(ll) 
of  the  Social  Security  Act  and  Sec.  5(a)  of  the  Clinical  Laboratory  Improvement 
Act  of  1967.  In  other  words  the  Department  currently  has  authority  to  set  the 
standards  that  would  be  imposed  by  this  legislation  and  is  doing  so. 

Recommendations : 

That  your  subcommittee  consider  whether  the  additional  federal 
costs  associated  with  administration  of  a federal  licensure 
program  for  clinical  laboratories  will  yield  a benefit  which 
clearly  exceeds  similar  benefits  achievable  under  existing 
legislation,  and 

That  the  calculations  of  this  cost  include: 

- a Director  of  Clinical  Laboratories,  attendant  staff  and 
other  support  services; 

- financing  of  the  state  laboratory  licensing  inspections 
mandated  by  Section  373(b);  and 

- processing  applications  from  50-80  thousand  physicians 
for  licensure  exemption  and  attendant  continuing  DHEW 
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review  of  the  results  of  proficiency  testing  in  such 
office  laboratories  as  is  required  by  Sec.  372(f)(3)(C). 

Lack  of  Clear  Understanding  of  Problem  Legislation  Would  Correct 
House  Report  95-1004,  March  24,  1978  on  HR1909,  The  Clinical  Laboratory  Improve- 
ment Act  of  1978, indicated  that  Federal  licensure  legislation  is  needed  because 
there  are  currently  no  federal  controls  on  nearly  5,000  independent  interstate 
laboratories  not  receiving  reimbursement  under  Medicare  or  Medicaid  or  on  50-80 
thousand  laboratories  in  physician  offices.  While  noting  that  some  of  these 
laboratories  participated  in  proficiency  testing  programs  and  that  some  were 
located  in  states  with  effective  state  laboratory  licensure  programs,  the  report 
nonetheless  concluded  that  little  is  known  about  the  types  and  volumes  of  proce- 
dures performed  in  such  laboratories.  Hence,  little  is  really  known  about  the 
extent  and  scope  of  the  problem  this  proposed  legislation  would  remedy. 

Recommendation: 

That  this  legislation  be  limited  to  authorization  for  appropriate 
studies  of  clinical  laboratory  problems  including  but  not 
necessarily  limited  to  those  studies  specified  in  the  proposed 
section  379.  The  clinical  laboratory  standards  which  would  be 
implemented  under  this  proposed  legislation  are  already  in  the 
process  of  being  mandated  under  existing  law  in  the  case  of 
laboratories  serving  Medicare  or  Medicaid  patients  or  engaging 
in  interstate  commerce  hence  the  standard  setting  authority  of 
S.590  is  not  a condition  precedent  for  the  needed  studies. 
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Redundant  Inspections 

Mr.  Chairman,  this  subcommittee  has  historically  demonstrated  sensitivity  to 
the  costs  of  government  programs  and  in  this  connection  has  supported  voluntary 
programs  designed  to  assure  provider  qualification  for  participation  in 
governmental  programs . 

As  you  know.  Section  1865  of  the  Social  Security  Act  provides  that  hospitals 
accredited  by  the  JCAH  are  deemed  to  meet  the  requirements  for  participation 
in  the  medicare  program  except  for  utilization  review  and  institutional  planning. 
In  this  connection  the  Department  is  presently  involved  in  making  the  necessary 
regulatory  adjustments  to  extend  deemed  status  to  these  latter  areas  as  well. 
Section  373 (a)  of  S.590  may  also  allow  the  Secretary  to  find  that  clinical 
laboratories  in  hospitals  accredited  by  JCAH  qualify  for  licensure  under  this 
Act.  Although  we  certainly  support  this  interpretation,  we  believe  your  sub- 
committee should  have  at  least  two  concerns  with  respect  to  it. 

The  first  concern  is  that  states  which  must  be  granted  primary' licensure  respon- 
sibility in  accordance  with  Section  373(b)  would  be  empowered  to  conduct  inspec- 
tions of  clinical  laboratories  participating  in  voluntary  accreditation  programs 
recognized  by  the  Secretary.  Permit  me  to  elaborate.  As  stated  earlier,  the 
role  of  the  JCAH  is  to  encourage  safe  and  competent  health  care  in  hospitals  and 
other  health  care  institutions,  including  the  timely  provision  of  reliable 
clinical  laboratory  services.  JCAH  standards  undergo  continuous  review  and 
revision.  In  this  connection  our  Board  of  Commissioners  adopted  changes  in  our 
Hospital  Standards  for  Functional  Safety  and  Sanitation,  Social  Work,  Special  Care 
Units,  Respiratory  Care,  Dietetic  Services,  Home  Care  Services  and,  of  particular 
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interest  to  this  subcommittee.  Pathology  and  Medical  Laboratory  Services,  at  its 
April  8,  1978  meeting.  The  Department  of  Health,  Education  and  Welfare  subse- 
quently found  our  Pathology  and  Medical  Laboratory  Service  Standards  equivalent 
to  the  Medicare  standards  in  this  area  that  became  effective  last  November  24. 
Incidentally,  these  new  Departmental  standards  are  equivalent  to  those  imposed 
on  interstate  laboratories  under  the  Clinical  Laboratory  Improvement  Act  of  1967. 

We  are  persuaded  that  these  standards  will  not  differ  significantly  from  standards 
which  would  ultimately  be  promulgated  under  this  proposed  legislation.  It  appears 
to  us  that  S.590  would  allow  the  Secretary  to  make  a finding  under  Sec.  1865  of 
the  Social  Security  Act  and  Sec.  373(a)  of  the  proposed  legislation  that  clinical 
laboratories  in  hospitals  accredited  by  the  JCAH  meet  Federal  standards  promul- 
gated under  Sec.  372  of  the  Act.  Nevertheless,  it  also  appears  that,  subsequently, 
no  State  exercising  its  authority  under  Sec.  373(b)  to  determine  whether  labora- 
tories meet  requirements  for  licensure  would  be  bound  by  such  a finding.  We 
believe  this  means  that  a State  would  be  allowed  to  conduct  its  own  duplicative  . 
hospital  laboratory  inspection  program  despite  a Secretarial  finding  that  a 
qualified  public  or  nonprofit  private  entity,  such  as  the  JCAH,  is  making  inspec- 
tions and  accrediting  hospitals  with  integral  clinical  laboratories  using  standards 
at  least  equivalent  to  those  promulgated  under  this  legislation.  It  should  be  noted 
that  many  states  currently  conduct  (at  State  expense)  state  laboratory  licensure 
programs  which  do  not  recognize  a laboratory's  participation  in  a voluntary  accredi- 
tation program.  We  would  suggest  that  Sec.  373(b)  of  this  proposed  legislation 
would  provide  Federal  financing  of  such  State  activity.  Considering  the  number  of 
letters  we  receive  from  hospitals  concerning  the  costly  and  time-consuming  nature 
of  redundant  inspections,  we  cannot  imagine  that  you  and  your  staff  are  not  deluged 
with  similar  epistles.  We  believe  this  bill  can  be  improved  in  this  regard. 
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Recommendations : 

That  Section  373(b)  be  expanded  to  restrict  Federal  financing 
of  State  (Federal  licensure)  inspections  of  laboratories 
participating  in  voluntary  programs  recognized  by  the  Secretary 
in  accordance  with  Section  373(a) . 

The  second  concern,  although  related,  is  broader  than  the  first.  As  you  know, 
the  JCAH  accredits  hospitals,  not  distinct  parts  thereof.  We  are  concerned 
that  hospital  clinical  laboratory  services  are  being  singled  out  for  separate 
regulatory  attention  apart  from  all  other  services  in  a hospital.  We  submit 
that  it  is  undesirable  to  develop  fragmented  regulatory  mechanisms  for  each 
hospital  service.  Such  activity  would  inevitably  increase  the  cost  of  providing 
health  services  and  subject  hospitals  to  even  more  inspections.  We  believe  you 
may  be  able  to  make  a very  constructive  change  in  this  legislation  aimed  at  dis- 
couraging fragmentation  and  encouraging  efficiency  and  voluntarism  in  this  area. 
It  is  in  this  vein  that  we  make  the  following  recommendations. 

Recommendations : 

Retain  the  requirement  that  clinical  laboratories  participating 
in  Medicare  meet  the  standards  promulgated  under  Section  372  but 
amend  S.S90  to  provide  that  qualification  for  participation  in 
Medicare  provides  automatic  qualification  for  Federal  licensure. 

Agreements  and  Assistance 

Section  373(a)  of  the  Act  could  be  interpreted  as  requiring  qualified  public  or 
nonprofit  private  entities  to  enter  into  a contract  with  the  Secretary  to  become 
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the government's  agent  for  purposes  of  inspecting  clinical  laboratories.  Clearly, 
regulations  implementing  this  legislation  could  require  this.  The  JCAH,  as  a 
matter  of  principle,  would  not  undertake  surveys  of  hospital  clinical  labora- 
tories as  an  agent  of  the  government  because  of  our  board's  position  that  parti- 
cipation in  the  JCAH  program  must  be  voluntary.  A review  of  some  of  the  history 
of  this  legislation  suggests  the  intent  that  the  JCAH  accreditation  program  could 
provide  an  avenue  for  laboratory  licensure. 

Senator  Javits,  in  his  introductory  remarks  on  S.705  in  the  Congressional  Record 
of  February  10,  1977,  stated  that  S.70S  would  "authorize  the  Secretary  and  en- 
forcing State  to  utilize  the  services  of  private,  nonprofit  entities  for  the 
provision  of  inspection  and  proficiency  testing  services." 

Page  14  of  the  Committee  Report  (HR95-1004,  July  12,  1978)  on  HR10909  states, 

"The  bill  provides  that  if  the  Joint  Commission  on  Accreditation  of  Hospitals 
imposes  standards  for  hospital  laboratories  that  are  at  least  equivalent  to  the 
national  standards,  the  Secretary  (or  the  State,  in  the  case  of  a State  with 
primary  enforcement  responsibility)  may  deem  a laboratory  in  a JCAH- accredited 
hospital  to  be  in  compliance  with  the  national  standards.-  Under  present  law,  a 
clinical  laboratory  located  in  a hospital  accredited  by  the  JCAH  is  deemed  to 
meet  Medicare's  health  and  safety  standards.  The  Secretary  is  authorized,  however, 
to  set  higher  standards  than  those  applied  by  JCAH  and  may  in  such  case,  conduct 
inspections  to  verify  compliance  with  those  standards.  The  bill  conforms  to  this 
present  Medicare  policy  by  providing  that  JCAH  accreditation  will  be  acceptable 
as  evidence  of  a hospital  laboratory's  compliance  with  national  standards,  if  the 
Secretary  determines  that  the  JCAH's  laboratory  standards  are  at  least  equivalent 
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to  the  national  standards." 

Mr.  Chairman,  the  language  of  this  section  of  the  bill  must  clearly  be  changed 
if  you  wish  to  perpetuate  voluntary  programs  of  clinical  laboratory  certifica- 
tion/accreditation. There  is  nothing  voluntary  about  an  inspection  conducted 
by  an  organization  acting  as  an  agent  of  the  government. 

Recommendations : 

That  Section  373(a)  be  amended  to  provide  that,  in  addition  to 
the  agreements  presently  provided  for,  the  Secretary  and  States 
may  make  findings  that  clinical  laboratories  voluntarily  parti- 
cipating in  qualified  public  or  nonprofit  certification/accredi- 
tation programs  meet  Federal  licensure  requirements. 

Mr.  Chairman,  we  appreciate  this  opportunity  to  express  our  views  on  the  Clinical 
Laboratory  Improvement  Act  of  1979. 
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TO  THE 

COLLEGE  OF  AMERICAN  PATHOLOGISTS  ON  S.  590, 

THE  CLINICAL  LABORATORY  IMPROVEMENT  ACT  OF  1979 
March  20,  1979 

The  College  of  American  Pathologists  supports  the  principles  of  assuring 
high  quality  laboratory  procedures  — a principle  that  was  the  main  purpose 
of  previous  bills  proposing  the  enactment  of  a new  CLIA.  S.  590,  however, 
must  be  opposed  for  it  no  longer  has  the  assurance  of  quality  as  Its  main 
purpose.  It  proposes  many  measures  which  appropriately  belong  in  separate 
legislation.  Its  purported  sections  dealing  with  the  improvement  of  quality 
will  lead  only  to  increased  regulation  and  increased  cost  of  laboratory  ser- 
vices. Strong  opposition  is  directed  at  the  following  sections. 

Hospital -Associated  Physicians  — Section  7 

Section  7,  in  its  entirety,  will  cause  a serious  disruption  in  the  delivery 
of  medical  care  in  this  nation.  The  redefinition  of  physicians’  and  pathologists' 
services  contained  in  section  7 is  not  a quality  improvement  measure.  Section  7 
is  a major  reordering  of  the  nature  of  the  practice  of  medicine,  particularly  in 
the  field  of  pathology  and  should  be  deleted  in  its  entirety.  This  issue  is 
currently  being  addressed  in  a bill  pending  before  the  Senate  Finance  Conmittee, 

S.  505. 

Inspections  and  Proficiency  Testing:  Section  3 

Requirements  for  unannounced,  supervised  on-site  proficiency  testing  should 
be  removed  from  the  bill.  Blind  proficiency  should  be  applicable  only  to  those 
cases  where  fraud  is  suspected. 

Personnel  Standards : Section  3 

Personnel  qualifications  should  be  established  for  the  director  and 
supervisor  levels  only.  Because  of  the  critical  importance  of  medical  direction 


of  a clinical  pathology  laboratory,  provisions  should  be  included  that  only 
a physician,  preferably  a pathologist,  should  direct  a clinical  pathology 
laboratory.  This  bill  should  no  deal  with  requirements  for  laboratory  per- 
sonnel since  DHEW  is  finalizing  personnel  standards  for  all  clinical  labora- 
tories. 

Penalties  for  Violation  of  the  Law  or  Non-Compliance  with  Standards: 

Section  371  (c)(2)  and  Section  376 

S.  590  should  clarify  these  sections  so  that  it  Is  clear  that  penalties 
apply  only  when  such  unlawful  actions  are  performed  knowingly  and  willfully. 
Much  of  the  discussion  of  fraud  and  abuse  in  the  laboratory  is  outdated.  Any 
remaining  cases  of  abuse  or  fraud  that  were  identified  as  of  possible  nation- 
al concern  are  now  being  addressed  under  HEW  authority  contained  in  P.L.  95- 
142,  which  gives  wide  authority  to  the  HEW  Inspector  General. 

Employee  Protection:  Section  375  (c) 

The  College  does  not  believe  that  there  exists  sufficient  justification 
for  the  inclusion  of  this  provision  in  S.  590.  Over  the  past  several  years 
there  have  been,  at  the  most,  several  allegations  of  employer  retribution. 
This  provision  is  unnecessary  and  will  do  nothing  to  improve  the  quality  of 
laboratory  services  offered  to  patients. 
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Statement  of  the  College  of  American  Pathologists 
On  S.590,  Clinical  Laboratories  Improvement  Act  of  1979 
Submitted  to  the  Health  Subcommittee 
Committee  on  Labor  and  Human  Resources 
United  States  Senate 
March  21,  1979 

The  College  of  American  Pathologists  welcomes  the  opportunity 
to  submit  testimony  on  S.590,  the  Clinical  Laboratory  Improvement  Act  of 
1979. 

The  College  of  American  Pathologists  (CAP)  is  a nonprofit,  voluntary 
medical  specialty  organization,  headquartered  in  Skokie,  Illinois.  The 
CAP  was  founded  in  19^7,  and  has  nearly  8,000  physician-members  who  prac- 
tice the  medical  specialty  of  pathology.  CAP  Fellows  are  certified  by  the 
American  Board  of  Pathology. 

Our  members  practice  in  hospitals,  in  independent  medical  labora- 
tories, in  medical  schools,  in  military  institutions,  and  in  various 
facilities  of  federal,  state  and  local  governments.  In  addition,  our 
members  work  in  medical  laboratory  research  institutions. 

The  College  of  American  Pathologists  has  a proud  record  of  involvement 
and  leadership  in'advancing  the  quality  of  the  performance  of  clinical 
laboratories  and  the  results  of  that  performance. 

We  would  like  to  state  at  the  outset  that  we  consider  the  standard 
of  work  in  the  majority  of  clinical  laboratories  in  the  United  States  to 
be  outstanding  and  unequalled  by  any  other  nation.  This  statement  is  sup- 
ported by  extensive  published  data  based  on  the  work  of  the  vast  majority 
of  U.S.  laboratories. 

As  you  know,  high  quality  is  the  mark  of  a professional.  Thus, 
we  are  proud  to  note  that  the  quality  of  laboratory  service  has  advanced 
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progressively  during  the  past  two  decades  as  new  technology  and  procedures 
have  been  created.  Th'is  notable  advance  has  occurred  under  our  present 
system. 

Historically,  the  College  has  supported  legislation  aimed  at 
providing  realistic,  practical  and  economically  achievable  mechanisms  for 
assuring  quality  laboratory  services  to  the  public.  Indeed,  high  quaitiy 
laboratory  services  are  in'  the  best  interest  of  both  the  American  public 
and  the  profession.  When  we  have  been  critical  of  legislation  dealing  with 
clinical  laboratory  improvement,  our  chief  air  has  been  to  call  attention 
to  legislative  provisions  which  we  believe  would  fall  far  short  of  their 
mark. 

Thus  we  have  supported  the  principles  embodied  in  previous  CLIA 
bills  introduced  in  both  the  Senate  and  the  House  of  Representatives. 

Pathologists  greatly  appreciate  the  efforts  of  Senator  Javits  in 
the  area  of  laboratory  improvement.  Tremendous  strides  have  been  made  in 
the  laboratory  greatly  improving  the  accuracy  and  efficiency  of  the 
procedures  performed.  It  is  because  of  these  great  strides  since  CLIA  '67 
was  enacted  that  the  College  must  seriously  question  the  need  for  a CLIA  in  1 979 - 

S.590  is  not  the  same  type  of  bill  as  S.705,  the  Clinical  Laboratory 
Improvement  Act  of  1977-  S.590  purports  to  be  a bill  to  improve  the  quality 

of  laboratory  services  in  this  nation.  It  is  in  fact,  however,  an  amalgam 
of  regulatory  constraints  which  will  not  improve  quality — but  will  raise 
costs. 

Let  it  be  clear  that  the  College  strongly  supports  the  principle  of 
the  highest  possible  quality  of  laboratory  services.  The  programs  of  the 
College  are  designed  to  assure  that  quality.  However,  we  cannot  support 
a bill  that  promises  high  quality  but  delivers  instead  only  increased 
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We  are  concerned  over  the  language,  especially  examples  cited,  used 
by  the  remarks  introducing  S.590  to  the  Senate  on  March  8,  1979.  For 
example,  an  error  rate  of  8-25  percent  of  all  laboratory  tests  is  cited. 

DHEW  has  withdrawn  its  use  of  these  out  of  date  figures. 

The  statement  that  "there  is  rampant  fraud  in  clinical  laboratories" 
is  incorrect,  infl amatory  and  a disservice  to  the  many  physicians,  techno- 
logists, and  technicians  who  serve  the  patient  of  this  nation  honestly 
and  with  the  highest  quality  services. 

We  believe  the  references  to  a 1976  HEW  survey  revealing  serious 
deficiences  in  7k  percent  of  the  laboratories  inspected  and  CDC  proficiency 
testing  results  are  misleading  when  used  out  of  context  as  they  were 
in  the  opening  statement. 

We  would  now  like  to  comment  on  several  specific  sections  of 
the  bill. 

Hospital-Associated  Physicians:  Section  7 

The  College  believes  most  strongly  that  section  7 of  S.590  must 
be  withdrawn  in  order  to  avoid  a serious  disruption  of  the  delivery  of 
not  only  laboratory  services  but  also  medical  services  provided  by  virtually 
all  physicians. 

The  Committee  should  be  aware  that  this  section  title  "Hospital- 
Associated  Physicians,"  is  misleading.  Subsection  (a)(1)  proposes  to 
redefine  physicians'  services  in  general,  not  just  pathology  services. 

We  cannot  believe  that  by  any  stretch  of  the  imagination  that  this 
section  will  improve  the  quality  of  laboratory  services — the  stated  purpose 
of  S.590.  It  is  an  issue  being  addressed  in  a bill,  S.505,  pending  before 
the  Senate  Finance  Committee. 
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The  College  opposes  any  redefinition  of  physicians'  services  as  is 
suggested  in  section  7 (a)(1)  of  the  bill.  We  support  the  existing  defini- 
tion as  stated  in  section  1861 (q)  of  the  Social  Security  Act:  The  term 

physicians  services  means  "professional  services  performed  by  physicians, 
including  surgery,  consultation,  and  home,  office  and  institutional  calls." 

We  believe  that  it  is  not  appropriate  to  address  a reimbursement 
problem  by  trying  to  arbitrarily  change  the  time-honored  definition  of 
physicians'  services.  Such  change  will  be  at  the  expense  of  all  in  the 
health  care  system  - the  patients,  the  providers,  the  insurers,  and  the 
Government. 

Section  7 proposes  to  amend  existing  law  by  stating  that  a service 
is  a physician's  service  except  any  service  that  a physician  may  perform 
as  an  educator,  an  executive  or  a researcher;  or  any  professional  patient 
care  service  unless  the  service  (a)  is  personally  performed  by  or  personally 
directed  by  a physician  for  the  benefit  of  the  patient,  and  (b)  is  of  such 
nature  that  its  performance  by  a physician  is  appropriate. 

Although  this  change  appears  under  the  heading  of  hospital-based 
physicians  it  must  be  perfectly  clear  that  the  proposed  change  would 
affect  all  physicians  because  of  its  location  in  the  statute.  The  impact 
on  many  physicians  by  such  a redefinition  would  be  profound  even  though 
its  implications  may  not  yet  be  widely  appreciated  in  the  medical  community. 
Physicians  employing  physicians'  assistants,  nurse  practitioners,  operating 
room  and  obstetrical  technicians,  laboratory  and  X-ray  technologists  and 
technicians,  anesthetists,  respiratory  techn icians ,--al 1 such  physicians 
ultimately  would  be  affected. 

The  College  is  of  the  opinion  that  the  redefinition  as  it  appears  in 


subsection  (a)(1)  would  seriously  impair  the  administration  of  the  Act. 
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Defining  the  term  "personally  performed  by  or  personally  directed"  would 
inevitably  lead  to  a complex  maze- of  regulations.  For  example,  we  wonder 
how  these  regulations  would  define  "personally  directed"  in  an  equitable 
fashion  assuring  optimal  patient  care.  We  also  believe  that  inevitably, 
complex  regulations  would  result  in  so  much  red  tape  as  to  impair  the  quality 
of  physicians'  services  provided  to  patients. 

The  redefinition  is  not  a cost  containment  measure.  It  is  a major 
reordering  of  the  nature  of  the  practice  of  medicine  which  we  believe  to 
have  a secure  foundation  in  history.  It  is  a "reform"  that  is  in  reality 
a revolution.  The  practice  of  medicine  would  change  dramatically. 

The  wholeheartedly  support  the  American  Medical  Association,  which 
stated  in  its  testimony  (March  14.  1979)  on  S.505: 

"The  writers  of  regulations,  armed  with  this  proposed 
statutory  language,  could  arbitrarily  change  the  practice 
of  medicine  as  recognized  today  to  the  detriment  of  both 
the  patient  and  the  profession." 

We  Strongly  urge  the  Committee  to  recognize  what  this  redefinition 
is  - a restructuring  of  the  practice  of  medicine  - not  a simple  cost 
containment  measure.  Thus,  we  strongly  urge  the  deletion  of  section  7 
from  this  bill. 

Pathology  Services: 

Subsection  (a)(2)  proposes  to  specifically  redefine  pathology 
services  in  a manner  very  similar  to  the  general  redefinition  of  physicians' 
services  as  discussed  above.  Our  preceding  comments  apply  quite  well  to 
this  redefinition  of  pathology  services,  for  it  proposes  to  arbitrarily 
restructure  what  is  and  is  not  a physician's  service  in  the  delivery  of 
clinical  pathology  services. 
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Separation  of  the  services  provided  by  pathologists  to  patients 
and  other  physicians  is  inappropriate. 

We  of  course  recognize  that  payment  of  didactic  classroom  teaching 
and  basic  research  is  not  one  of  the  objectives  of  the  program.  When  we 
speak  of  patient  care,  we  speak  of  providing  laboratory  data  and  clinical 
pathology  consultation  essential  for  the  assessment,  diagnosis,  treatment 
and  management  of  disease  in  the  individual  patient.  When  we  speak  of 
education,  we  speak  of  the  need  for  the  pathologist  to  educate  the  attending 
physician  in  a consultative  role  on  patient-based  matters.  When  we  speak 
of  research,  we  speak  of  the  development  or  refinement  of  procedures  for 
daily  use  to  improve  the  care  of  the  individual  patient. 

The  statement  that  supervision  and  quality  control  are  "appropriately 
performed  by  non-physician  personnel"  recognizes  only  a small  part  (the 
manual techn i cal  portion)  of  the  responsibilities  often  performed  personally 
by  technical  personnel,  but  does  not  recognize  that  the  policy  and  procedure 
setting,  standardization,  evaluation  and  action  initiation  must  be  the 
medical  responsibility  of  the  pathologist  director  of  the  laboratory.  This 
is  expecially  critical  for  the  hospital  laboratory.  Because  a non-physician 
can  under  certain  circumstances  perform  designated  delegated  quality  control 
and  supervisory  functions,  this  fact  does  not  change  the  existence  of  or 
the  nature  of  the  physician's  service  in  quality  control  and  supervision 
and  the  clear  patient-related  services  that  these  represent.  This  is  in 
itself  a cost  containment  program.  Years  ago,  all  services  offered  by  a 
pathologist  were  personally  performed  by  him.  What  do  you  think  the  cost 
would  be  today  if  this  type  of  service  were  still  required? 
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We  believe  that  the  unique  services  provided  by  pathologists  as 
the  medical  director  of  the  clinical  pathology  laboratory  are  most  appro- 
priately provided  by  a physician.  Whowould  want  anyone  other  than  a 
physician  evaluating  the  quality  control  data  pertaining. to  a test  required 
by  you  or  a member  of  your  family  when  release  of  rtifsl eading  ' resul t or 
withholding  of  an  accurate  critical  value  from  your  physician  could  lead 
to  a delay  or  some  inappropriate  treatment. 

There  is  strong  evidence  to  support  the  CAP  position  that  there  is 
a professional  (physician's)  component  in  every  laboratory  procedure.  This 
evidence  is  based  on  not  only  actual  daily  practice,  but  also  legislative 
and  regulatory  history. 

In  every-day  practice,  the  pathologist  must  correlate  clinical  data, 
test  results,  and  other  data  to  determine  a diagnosis  for  a patient.  The 
requirement  for  this  decision-making  transcends  the  arbitrary  division  between 
personally  performed  or  personally  supervised. 

Because  of  their  medical  training  and  experience,  pathologist  can 
see  warning  flags  in  subtle  abnormalities,  which  take  on  meaning  not  only 
in  a single  test  but  in  the  context  of  multiple  tests. 

We  believe  that  the  definition  of  physician  services  should  remain 
as  presently  stated  in  the  Medicare  law.  Singling  out  any  group  of  physicians 
foradverse  treatment  would  be  a radical  change  from  Congress'  Medicare 
pol icy. 

Although  there  was  some  controversy  on  how  to  treat  hospital- 
based  physicians  during  the  time  surrounding  the  passage  of  Medicare  in 
1965,  the  legislation  that  finally  passed  placed  hospi tal -based  physicians 
with  their  clinical  col  leagues,  under  Part  B,  to  a large  extent  because  of 
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the  strong  sentiment  in  Congress  against  any  major  disruptive  effect  on 
the  contractual  arrangements  between  physicians,  hospital  and  patients. 

The  details  on  managing  the  Medicare  program  were  yet  to  be  determined 
by  regulation,  but  the  issue  had  clearly  been  joined  in  Congress  and  those 
who  favored  treating  hospi tal -based  physicians  the  same  as  all  other  doctors 
prevai led. 

In  sum  then,  we  urge  most  strongly  the  deletion  of  section  7 from 
S. 590  because  of  the  disastrous  effect  it  will  have  on  the  practice  of  medi- 
cine and  because  of  its  misplacement  in  this  bill. 

Personnel  Standards  for  Clinical  Laboratories:  Section  3 

With  respect  to  the  development  of  personnel  standards,  the  College 
believes  that  specific  requirements  for  the  categories  of  personnel  should 
not  be  set.  We  are  pleased  to  note  that  the  standards  to  be  written  and 
the  qualifications  which  will  be  necessary  for  laboratory  personnel  will 
take  into  consideration  appropriate  training,  experience  and  results  of 
examinations. 

As  we  have' stated  in  previous  testimony  before  this  Committee, 
the  College  has  adopted  a position  that  professional  educational  and 
training  standards  should  be  applied  only  to  the  director  and  supervisory 
personnel  of  the  laboratory.  The  College  firmly  believes  that  the  qualifi- 
cations of  the  laboratory  director  are  the  most  crucial  ones  for  assuring 
the  best  possible  laboratory  performance. 

Because  of  the  acute  care  situation  of  a hospital  and  the  primary 
need  for  medical  judgment  in  a hospital-based  laboratory  director,  the 
College  believes  that  the  director  of  a clinical  pathology  laboratory  must 
be  a physician.  The  Physician  director  is  the  person  who  must  assume 
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medi ca 1 , 1 egal , moral,  and  ethical  responsibility  for  the  analyses  performed 
and/or  diagnoses  established  by  him  or  under  his  direction. 

Further,  we  do  not  believe  personnel  standards  should  be  promulgated 
until  the  implications  have  been  fully  evaluated  by  the  study  authorized  in 
Section  379  of  S.590.  To  do  otherwise  could  be  expensive  and  potentially 
damaging  to  health  care  in  the  United  States. 

As  we  said  earlier,  the  College  believes  that  a clinical  pathology 
laboratory  must  be  directed  by  a physician,  preferably  a pathologist.  We 
take  this  position  because  we  know  that  the  performance  of  a laboratory 
procedure,  especially  for  an  acutely  ill  patient,  involves  a great  deal  more 
than  just  the  performance  of  a laboratory  test.  It  involves  medical  judgment 
and  interpretative  and  consultative  services  by  the  physician,  and  the  assurance 
that  quality  control  procedures  present  in  the  laboratory  are  medically  sound. 

Recognition  should  be  given  to  the  established  continuing  education 
programs  provided  for  laboratory  directors  and  technical  personnel  which  are 
conducted  by  the  College  and  the  American  Society  of  Clinical  Pathologists. 
Language  should  be  included  in  the  bill  to  the  effect  that  participation  in 
these  continuing  education  programs  meet  requirements  for  the  assurance  of 
continued  competence.  We  do  not  believe  it  appropriate  that  the  director  of 
a laboratory  who  participates  in  approved  programs  of  continuing  education  be 
subject  to  any  requirements  for  annual  "tests"  measuring  levels  of  competence. 

Proficiency  Testing  and  On-Site  Inspections:  Section  3 

S.590,  contains  provisions  which  require  supervised  unannounced 
on-site  proficiency  testing  of  clinical  laboratories  and  optional  blind 
proficiency  testing  of  clinical  laboratories. 
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Proficiency  testing  is  a tool  to  be  used  by  laboratories  as  a 
part  of  a program  to  maintain  and  improve  quality  of  services  and  to  make 
it  possible  to  compare  the  performance  of  the  laboratory  against  comparable 
laboratories  across  the  country.  The  College  conducts  a proficiency 
testing  program  that  serves  both  of  the  oaove  stated  functions. 

The  College  also  has  an  Inspection  and  Accreditation  program  in 
which  an  extensive  on-site  inspection  of  the  laboratory  is  make.  The 
inspection  team,  composed  of  pathologists  and  medical  technologists, 
performs  a physical  inspection  of  the  laboratory;  reviews  record  keeping 
and  quality  control  procedures;  and  observes  the  performance  of  procedures. 
These  programs,  proficiency  testing,  and  inspection  and  accreditation  are, 
as  you  can  see,  two  distinct  programs. 

We  do  support  on-site  inspection.  We  have  been  a leader  in  its 
development  and  application.  However,  we  believe  on-site  inspection,  like 
proficiency  testing,  is  a tool  to  be  used  in  assuring  qual ity  laboratory 
services  rather  than  a tool  to  assure  regulatory  compliance. 

Recently,  the  College  reached  an  agreement  with  the  Joint  Commission 
for  the  Accreditation  of  Hospitals  (JCAH)  which  provides  for  the  acceptance 
of  College  inspected  laboratories  (under  the  Inspection  and  Accreditation 
Program)  as  meeting  or  exceeding  JCAH  and  Medicare  requirements  for  hospital 
laboratories.  The  College  is  the  only  medical  specialty  organization 
recognized  by  the  Secretary  as  being  equivalent  to  Medicare  standards. 

In  addition,  the  College  I 6 A program  is  now  accepted  by  several  states  as 
meeting  state  laboratory  licensure  requirements. 
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The  College  is  strongly  opposed  to  universal  unannounced  on-site 
proficiency  testing  and  blind  proficiency  testing. 

It  should  be  clear,  however,  that  we  do  support  on-site  inspec- 
tion of  laboratories  and  would  support  limited  on-site  testing  when  it 
would  contribute  materially  to  a decision  to  accredit  a laboratory. 

On-Site  Proficiency  Testing 

The  College  is  strongly  opposed  to  a national  system  of  on-site 
proficiency  testing,  particularly  when  unannounced.  Logistically,  on-site 
proficiency  testing  requires  that  a qualified  inspector  be  an  individual 
with  proper  scientific  and  technical  background.  If  not,  he/she  would 
have  no  idea  as  to  the  correctness  of  the  procedure  taking  place. 

Much  attention  has  been  given  to  the  stated  success  of  the  on-site 
proficiency  testing  program  in  New  York  City.  However,  a critical  factor 
is  of ter  overlooked.  The  large  number  of  laboratories  in  the  city  are 
geographically  very  close,  thereby  reducing  travel  time  and  the  neces- 
sary number  of  inspectors.  If  a comparable  program  were  implemented  on 
a statewide  basis,  an  unreasonably  large  number  of  qualified  inspectors 
would  be  required  to  be  on  the  road  virtually  all  the  time.  If  the  on- 
site program  is  to  apply  to  all  clinical  laboratories  (approximately 
13,500), the  number  of  qualified  inspectors  needed  would  be  multudinous. 

If  the  proficiency  of  the  laboratory  is  to  be  adequately  tested, 
then  a sampling  of  the  range  of  the  tests  performed  must  be  tested. 

Some  laboratory  procedures  may  take  3-4  hours  to  complete— many  average 
1-2  hours.  Some  tests,  especially  in  the  areas  of  parasitology  and 
bacteriology,  may  take  2-3  days  to  complete;  some  over  a week.  In  addi- 
tion, many  laboratories  may  run  automated  tests  that  can  be  batched  on 
only  one  or  two  days  per  week. 
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The  number  of  qualified  inspectors  that  would  be  needed,  the 
wide  geographical  distances  separating  laboratories  in  many  parts  of 
the  country,  and  the  complexity  and  the  time  consuming  nature  of  a 
variety  of  laboratory  procedures  present  severe  logistical  problems 
that  would  seriously  hamper,  if  not  prevent,  the  application  of  an 
on-site  proficiency  testing  program  on  a nation-wide  basis. 

The  problems  of  cost  are  easily  related  to  the  above  stated 
logistical  problems.  The  salary  expense  of  the  great  number  of  inspec- 
tors needed  would  be  enormous.  The  situation  is  compounded  when  the 
cost  of  travel  and  lodging  are  added  in  those  geographically  dispersed 
areas.  The  fact  that  inspectors  may  spend  many  nonproductive  hours 
just  waiting  for  tests  to  be  completed  is  anything  but  cost  effective. 

Other  costs  associated  with  on-site  testing  are  the  need  for 
sophisticated  proficiency  testing  samples  that  must  be  able  to  with- 
stand the  rigors  of  time  and  travel  without  deterioration.  The  number 
of  such  samples  necessary  makes  the  consideration  of  cost  most  impor- 
tant. If  on-site  testing  is  to  be  used  as  a tool  of  interlaboratory 
comparison,  then  the  samples  must  meet  national  criteria  that  would 
make  possible  the  comparing  of  national  results. 

How  will  assay  results  of  the  samples  be  kept  confidential? 

Will  the  inspectors  have  multiples  samples  to  choose  from?  How  can  we 
assure  sample  stability,  accuracy  and  interpretability?  Can  all  labora- 
tories be  treated  fairly  and  equally?  Can  we  prevent  massive  litigation 
arising  from  this  process?  Won't  the  educational  value  be  destroyed? 

How  will  the  results  be  used? 

The  consideration  of  costs  begs  the  question,  "who  will  shoulder 
the  burden?"  The  answer  is  that  this  specifically  unknown,  but  substantial 
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amount,  will  be  borne  by  the  already  strained  Social  Security  Trust 
Fund. 

Blind  Proficiency  Testing 

The  College  would  like  to  register  strong  oppostion  to  the 
inclus  of  aprovision  calling  for  blind  proficiency  testing.  This 
position  is  based  on  the  belief  that  a national  system  of  blind  pro- 
ficiency testing  is  neither  practical,  possible  nor  desirable.  The 
term  itself  is  ambiguous  and  open  to  many  substantially  different  in- 
terpretations. We  would  be  happy  to  provide  the  Committee  with  informa- 
tion about  the  problems  and  consequences  of  attempts  at  blind  surveying. 

The  question  of  blind  proficiency  testing  was  discussed  in 
October  of  1975  at  a National  Conference  on  Proficiency  Testing  held  in 
Washington,  D.C.  under  the  sponsorship  of  the  National  Council  on  Health 
Laboratory  Services  (NCHLS) . The  NCHLS  is  a broadly  based  group  which 
includes  both  federal  and  state  agencies  and  private  professional  organi- 
zations. A number  of  recommendations  resulted  from  the  conference.  One 
of  those  recommendations  was: 

"Blind  and  on-site  proficiency  testing  may  be  useful  in  certain 
special  circumstances  but  routine  widespread  application  is  precluded 
by  insurmountable  logistic  and  cost  problems." 

A statement  by  a New  York  City  Health  Department  employee 
supports  this  recommendation: 

Sylvia  Blatt,  M.S.,  New  York  City  Department  of  Health,  "In 
order  to  determine  the  actual  quality  of  daily  testing,  it 
would  be  necessary  to  send  blind  specimens  through  the  us- 
ual channels.  However,  this  would  be  extremely  expensive  and 
would  require  the  cooperation  of  medical  practitioners." 
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We  oppose  both  universal  blind  and  on-site  proficiency  test- 
ing on  similar  grounds  — prohibitive  cost  and  difficult  logistics. 

We  would  suggest  that  on-site  and/or  blind  proficiency  test- 
ing programs  be  used  in  those  instances  where  there  are  indications 
that  a laboratory  is  engaging  in  fraudulent  practices.  To  require 
such  a program  of  all  laboratories  would  be  immensely  costly  and 
would  offer  little,  or  no  assurance  that  laboratory  performance  will 
be  enhanced  to  any  great  extent. 

AGREEMENTS:  Section  373 

The  College  supports  the  concept  of  this  section  which  provides 
an  opportunity  for  nonprofit  entities  such  as  the  College  to  develop 
or  to  continue  existing  programs  which  have  standards  as  stringent  as 
those  developed  by  the  Secretary  and/or  the  state. 

The  College  has  participated  with  both  federal  and  state  gov- 
ernment in  upgrading  the  quality  of  laboratory  services  through  agree- 
ments granting  equivalency  to  College  programs  of  inspecting  and 
accrediting  interstate  laboratories.  This  agreement  was  formulated 
under  the  provisions  of  the  Clinical  Laboratory  Improvement  Act  of  1967. 
We  wish  to  continue  in  our  role  of  providing  expanding  services  which 
are  equivalent  to  regulatory  requirements  under  law.  However,  the  word- 
ing in  S.590  is  such  that  equivalency  would  not  be  granted  unless  an 
organization  were  capalbe  of  providing  universal  on-site  and  blind  pro- 
ficiency testing  to  all  regulated  laboratories.  In  other  words,  it  is 
an  all  or  none  situation.  Because  of  what  we  believe  to  be  the  prohibi- 
tive costs  associated  with  operating  blind  and/or  on-site  proficiency 
testing,  it  will  be  most  difficult  to  meet  these  requirements.  Thus  a 
program  which  we  believe  has  benefited  the  laboratory  practitioner,  the 
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patient,  and  the  government,  may,  by  necessity,  end. 

We  therefor  urge  that  language  be  included  in  either  the  bill 
or  the  Committee  Report,  giving  the  Secretary  flexibility  in  grant- 
ing equivalency  to  nonprofit  organizations  which  would  remove  the 
"all  or  none"  implication. 

Our  understanding  of  the  term  "enter  into  agreement  with"  in 
this  section  will  permit  the  Secretary  and  the  states  to  utilize  the 
programs  of  qualified  nonprofit  entities  as  an  alternative  to  federal 
and  state  programs. 

From  the  Committee  Report  on  S.1737  (page  18),  "The  Committee 
is  aware  of  the  role  that  certain  nationlly  recognized  private  non- 
profit entities  have  played  in  the  improvement  of  laboratory  testing  ... 
Thus,  this  legislation  provides  that  the  Secretary,  or  a State  which 
has  met  or  exceeded  federal  standards,  may  enter  into  arrangements  with 
qualified  private  non-profit  professional  ^testing  services  .... 
the  programs  of  those  qualified  national  organizations  which  meet  or 
exceed  the  standards  developed  by  the  Secretary  would  be  acceptable  for 
meeting  Federal  and/or  State  laboratory  licensing  requirements,  and  the 
government  could  enter  into  appropriate  arrangements  with  such  entities. 

Our  experience  since  1967  has  shown  that  the  concept  of  equiva- 
lency works.  Equivalency  has  provided,  and  will  continue  to  provide,  a 
mechanism  for  coordinating  the  complementary  roles  of  regulatory  agen- 
cies and  professional  organizations  in  safeguarding  the  public  interest. 
The  College  is  justifiably  proud  of  its  programs  which  have  been  granted 
equivalency. 

We  would  also  note  that  the  Board  of  Registry  of  the  American 
Society  of  Clinical  Pathologists  has  for  many  years  been  a leader  in 
the  certification  of  clinical  laboratory  personnel.  The  ASCP  and  its 
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program  should  be  recognized  as  an  organization  providing  services 
equivalent  to  those  required  by  federal  standards. 

We  are  somewhat  concerned  over  the  wording  in  subsection  (b). 

We  believe  it  appropriate  that  a phrase  be  added  to  that  subsection 
to  provide  for  the  state  to  enter  into  agreements  (for  inspection, 
proficiency  testing,  and  personnel  certification  purposes)  with  quali- 
fied nonprofit  entities  which  have  adopted  standards  at  least  as 
stringent  as  federal  standards. 

Licences:  Section  3 (Section  371  (c)(2)  and  Prohibited  Acts: 

Remedies:  Section  375 

The  College  agrees  that  those  that  violate  the  law  or  fail  to 
comply  with  the  standards  under  the  law  should  receive  appropriate 
disciplinary  actions. 

We  believe  it  most  important  that  those  sections  cited  above 
which  deal  with  penalties  for  improper  or  unlawful  actions  be  very 
clear  that  such  actions  are  violations  only  when  conducted  in  a know- 
ing and  willful  manner.  This  clear  language  would  protect  the  employee 
of  a laboratory  from  criminal  penalty  for  performing  acts  which  he/she 
has  been  instructed  to  perform.  It  would  also  protect  the  laboratory 
owner,  operator  or  director  from  criminal  penalty  for  acts  performed 
by  their  employees  of  which  they  are  unaware  and  which  violate  the  law. 

Employee  Protection:  Section  375  (c) 

The  College  must  question  the  need  for  a special  provision  to 
provide  protection  for  laboratory  personnel.  This  provision  will  make 
it  difficult  to  separate  an  incompetent  employee.  Moreover,  we  are 
unaware  of  any  evidence  to  suggest  that  there  is  a widespread  problem 
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that  warrants  special  federal  mandate. 

We  must  ask;  Is  an  allocation  of  a very  few  cases  of  an  employ- 
ee of  a clinical  laboratory  being  discharged  for  testifying  reason  to 
mandate  a complex  system  of  redress  for  employees?  We  do  not  believe 
it  to  be. 

The  CAP  has  long  supported  the  concept  of  making  available 
high  quality,  reliable  laboratory  service  to  all  segments  of  the  public 
served  by  pathology.  For  medical  laboratory  directors  and  personnel, 
this  means  provision  of  high  quality  laboratory  results  at  a reasonable 
cost.  A pathologist  laboratory  director  must  plan  for  and  direct  a di- 
verse, complex  laboratory  operation  in  such  different  settings  as  the 
larger  community  hospital,  the  university  or  government  institutions, 
the  private  laboratory,  large  or  small,  or  the  laboratory  functioning 
primarily  in  research.  His  functions  include  the  proper  selection  of 
instruments  and  methods  during  a time  of  knowledge  explosion  and  rapid- 
ly changing  technology.  His  performance  must  be  quality  conscious  and 
rapid  enough  to  meet  both  the  demands  of  the  consumer-physician  who 
desires  to  have  the  latest  tests  available  to  solve  patient  care  pro- 
blems, and  the  patient-public  which  wishes  the  maximum  of  quality  service 
at  a reasonable  cost. 

Because  of  the  very  brief  time  span  between  introduction  of  S.590, 
hearings,  and  mar'.-up  of  the  bill,  ve  have  not  been  able  to  address 
several  sections  of  the  bill  that  will  not  improve  the  quality  of  lab- 
oratory services.  Thus,  we  request  that  our  comments,  on  additional 
sections  of  S.590,  which  will  be  submitted  at  a later  date,  be  consi- 
dered by  this  Committee  in  its  final  deliberations  on  the  bill. 

We  thank  you  for  affording  us  the  time  to  present  our  views 


on  this  important  legislation. 


657 


STATEMENT  OF 
JEROME  H.  MO DELL,  M.D. 

ON  BEHALF  OF 

THE  AMERICAN  SOCIETY  OF  ANESTHESIOLOGISTS, 
THE  SOCIETY  OF  ACADEMIC  ANESTHESIA  CHAIRMEN, 
AND 

THE  SOCIETY  OF  CRITICAL  CARE  MEDICINE 


BEFORE  THE 

COMMITTEE  ON  INTERSTATE  AND  FOREIGN  COMMERCE, 
SUBCOMMITTEE  ON  HEALTH  AND  THE  ENVIRONMENT 


June  14 


1977 


658 


I appear  before  you  today  in  my  role  as  president  of  the  Society  of 
Academic  Anesthesia  Chairmen  (SAAC)  to  testify  regarding  H.R.  6221.  I have 
been  requested  by  Dr.  Richard  Ament,  president  of  the  American  Society  of 
Anesthesiologists  (ASA),  and  by  Dr.  Ake  Grenvik,  president  of  the  Society 
of  Critical  Care  Medicine  (SCCM),  to  represent  those  groups  as  well. 

The  Society  of  Academic  Anesthesia  Chairmen  (SAAC)  is  an  organization 
comprised  of  the  chairpersons  of  departments  of  anesthesiology  in  all  the 
medical  schools  of  the  United  States.  Thus,  the  members  of  SAAC  represent 
the  entire  community  of  anesthesiologists  and  related  scientists  who  reside 
in  medical  school  departments  of  anesthesiology  and  are  responsible  for 
clinical  care,  research,  and  education  of  physicians,  nurses,  and  paramedical 
personnel  within  their  area  of  expertise  in  those  medical  schools.  The 
second  group  I represent,  the  American  Society  of  Anesthesiologists  (ASA),  is 
a national  medical  organization  of  physicians  having  approximately  11,000  active 
members  engaged  in  the  practice  of  anesthesiology.  The  third  group,  the 
Society  of  Critical  Care  Medicine  (SCCM),  is  oriented  specifically  to  the 
care  of  the  critically  ill  patient.  Its  membership  consists  of  persons 
having  an  interest  and  demonstrated  expertise  in  this  field  and  at  present 
numbers  approximately  650. 

In  concept  and  in  all  major  respects,  SAAC,  ASA,  and  SCCM  favor  adoption 
of  H.R.  6221  as  representing  an  intelligent  step  forward  in  the  improvement 
of  quality  control  in  the  clinical  laboratories  of  the  United  States,  and 
in  the  containment  of  costs  associated  with  those  laboratories.  In  the  inter- 
est of  proper,  effective,  and  more  economical  patient,  care,  however,  we  have 
three  recommendations  that  we  feel  would  improve  and  clarify  the  Bill. 

1.  Special-Purpose  Laboratories.  Subsection  353(b)  of  the  Bill  requires 
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that  the  Secretary  of  Health,  Education,  and  Welfare  promulgate  national 
standards  for  all  clinical  laboratories,  which  standards  will  include 
requirements  relating  to  quality  control,  facilities,  periodic  proficiency 
tests,  and  training  and  qualifications  of  laboratory  personnel.  The  defini- 
tion of  clinical  laboratories  under  subsection  353(a)  is,  of  course, 
sufficiently  broad  to  cover  virtually  any  laboratory  concerned  with  patient 
care,  and  we  believe  would  be  most  commonly  understood  to  apply  to  the  multi- 
purpose clinical  laboratories  found  both  inside  and  outside  hospitals. 

In  most  major  hospitals,  however,  there  exists  a number  of  single-  or 
limited-purpose  laboratories  and  highly  specialized  laboratories,  the  function 
or  purpose  of  which  is  normally  to  analyze  some  particular  body  function  or 
functions  required  immediately  in  connection  with  patient  care.  An  excellent 
example  of  such  a laboratory  is  a blood-gas  laboratory,  the  purpose  of  which 
is  to  analyze  a patient's  blood  for  determining  its  relative  acidity,  its 
oxygen  and  carbon  dioxide  tensions,  and  related  parameters.  Although  quality 
control  is  absolutely  essential  in  such  a laboratory,  qualified  persons  can 
be  taught  to  perform  the  tests,  even  though  such  persons  do  not  have  a back- 
ground in  the  entire  field  of  medical  technology.  It  should  be  obvious  that 
learning  a limited  number  of  techniques  requires  far  less  formal  training 
than  becoming  proficient  in  analyzing  the  many  parameters  that  might  be  found 
in  a central  or  multi-purpose  hospital  laboratory. 

A second  example  is  the  acute  intensive  care  laboratory.  Its  purpose, 
in  addition  to  analyzing  blood  for  acidity  and  oxygen  and  carbon  dioxide 
tensions,  is  to  perform  emergency  tests  required  for  the  moment-to-moment  care 
of  critically  ill  patients.  The  speed  necessary  for  obtaining  such  data  usu- 
ally precludes  using  the  mass-produced  or  automated  testing  techniques  common 
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to  most  multi-purpose  laboratories.  It  is  imperative  that  the  data  be 
accurate  and  available  immediately,  since  the  care  of  the  critically  ill 
patient  must  frequently  be  changed  on  a moment-to-moment  basis  if  he  is  to 
survive.  Of  further  importance  is  the  fact  that  some  parameters,  such  as  the 
oxygen  tension  of  blood,  can  change  rapidly  if  there  is  any  significant 
delay  between  the  time  of  drawing  the  sample  and  the  time  that  the  oxygen 
tension  is  actually  determined  by  suitable  equipment.  Thus,  proximity  of 
the  laboratory  to  the  areas  of  highest  usage  rate  and  recognition  of  the  need 
for  working  rapidly  by  the  persons  collecting,  transporting,  and  analyzing 
these  blood  samples  is  essential.  This  can  best  be  assured  by  placing  such 
a laboratory  immediately  adjacent  to  high  usage  areas,  such  as  the  intensive 
care  unit  or  operating  room,  and  by  making  the  medical  director  of  that  unit 
responsible  for  its  direction. 

With  reference  to  laboratories  of  these  types,  SAAC,  ASA,  and  SCCM  are 
concerned  that  upon  passage  of  H.R.  6221,  the  Secretary  may  promulgate  national 
standards  entirely  appropriate  to  a centralized  multi-purpose  hospital  or 
independent  laboratory,  but  which  are  unrealistic  or  unnecessary  with  respect 
to  the  single-  or  limited-purpose  laboratory,  or  which  render  the  cost  of 
operating  such  a laboratory  undesirable  from  the  point  of  view  of  the  patient, 
and  ultimately  from  the  point  of  view  of  the  Federal  Government  as  one  of  the 
principal  payers  of  health  care  costs. 

SAAC,  ASA,  and  SCCM  are  aware  of  the  provisions  of  subparagraph  353(b) 

(2)  (C),  which  permit  different  standards  depending  upon  the  type  of  labora- 
tory and  the  purposes  it  serves.  It  is  suggested,  however,  that  merely  to 
include  permissive  language  in  this  subparagraph  is  inappropriate,  and  that 
H.R.  6221  should  mandate  different  standards  depending  upon  the  nature  of  the 
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laboratory  involved.  This  can  be  accomplished  by  changing^the  word  "may"  to 
"shall"  in  this  section  of  the  Bill,  as  it  appears  on  page  7,  as  follows: 

"(C)  Standards  prescribed  under  subparagraph  (A)  for 
clinical  laboratories  [may]  shall  vary  on  the  basis  of  the  type 
of  tests  or  other  procedures  or  services  performed  by  such  labora- 
tories or  the  purposes  for  which  such  tests,  procedures,  or  services 
are  performed. 

Such  a mandate  should  also  be  explained  appropriately  in  the  report  of 
the  Committee,  possibly  in  the  following  terms: 

The  Committee  recognizes  that  appropriate  national  standards 
for  clinical  laboratories  will  vary,  depending  upon  the  type  of 
function  or  functions  to  be  performed  by  the  various  laboratories 
in  question.  Standards  appropriate  to  a central  hospital  labora- 
tory or  independent  laboratory  created  and  operated  to  perform  a 
variety  of  procedures  or  services  will  not  be  appropriate  to 
single-  or  limited-function  laboratories  created  and  operated  to 
perform  tests  in  connection  with  a particular  kind  of  patient  care. 

Examples  of  the  latter  types  of  laboratories  are  blood-gas 
laboratories  and  acute  intensive  care  laboratories,  normally 
located  close  to  the  actual  site  of  patient  care  and  normally 
operated  by  a licensed  physician  who  may  also  be  the  medical 
director  of  the  hospital's  unit  for  that  type  of  care. 

2.  Physician's  Office  Exemption.  As  you  know,  H.R.  6221  presently  con- 
tains an  exemption,  under  subparagraph  353(c)  (2)  (D),  for  clinical  laboratories 
located  in  the  office  of  a licensed  physician.  As  you  are  also  aware,  the 
operating  room,  obstetrical  suite,  recovery  room,  and  intensive  care  unit  of 
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<a  hospital  are', 'for  all  practical -purposes,  the  "office"  of  an  anesthesiolo- 
gist. Reference  to  a physician's  "office"  under  the  current  Medicare  statute, 
in  connection  with  services  incident  to  a physician's  service  has  been 
construed  by  the  Bureau  of  Health  Insurance,  in  the  case  of  an  anesthesiologist, 
to  relate  to  the  hospital  setting  in  which  he  performs,  his  medical  services. 
Similar  reasoning  would  suggest  that  the  "office"  of  the  intensivist  can 
properly  be  the  hospital's  intensive  care  unit.  SAAC,  ASA,  and  SCCM  believe 
there  would  be  considerable  merit  in  clarifying  this  subparagraph  of  H.R.  6221, 
in  order  to  make  clear  that  the  exemptions  apply  to  the  "office"  of  an 
anesthesiologist  and  intensivist.  We  would  thus  recommend  that  subsection  (i) 
of  subparagraph  (D)  be  changed  to  read  as  follows,  with  a parallel  change 
being  made  in  subsection  (ii): 

"(D)  (i)  The  national  standards  for  clinical  laboratories  shall 
not  apply  to  any  clinical  laboratory — 

"(I)  which  is  located  in  the  office  or  ordinary  place  of 
medical  practice  of,  and  operated  by,  a licensed  physician, 
dentist,  or  podiatrist,  or  a group  of  such  practitioners,  and 
"(II)  in  which  the  only  tests  or  procedures  which  are 
performed  are  tests  or  procedures  performed  by  such  a practi- 
tioner [in  connection  with]  as  an  adjunct  to  the  treatment  of 
his  patients. 

SAAC,  ASA,  and  SCCM  believe  that  this  amendment  would  represent  an  appro- 
priate clarification  of  the  "office"  clinical  laboratory  without  in  any  way 
detracting  from  the  basic  purpose  of  H.R.  6221. 

Should  the  rationale  and  importance  of  such  designation  be  unfamiliar  to 
any  Committee  member,  I will  explain  further.  The  anesthesiologist  and  the 
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intensivist,  in  the  routine  care  of  their  patients,  must  analyze  biophysical 
and  biochemical  data  on  a moment-to-moment  basis  and,  based  on  this  data, 

"must  apply  the  necessary  therapy;  Some  examples- would  include,  among  others,. 
continuous  beat-by-beat  function  of  the  heart,  breath-by-breath  analysis  of 
exhaled  gas,  beat-by-beat  analysis  of  the  configuration  of  arterial  pressure 
waves,  constant  monitoring  of  the  inspired  oxygen  concentration,  and  determina- 
tions of  cardiac  output.  These  tests  are  all  done  at  the  patient's  bedside 
or  operating  room  table,  as  appropriate.  The  nature  of  the  tests  and  the 
speed  with  which  therapy  must  be  applied  if  changes  occur  precludes  either 
transmitting  the  data  to  any  other  "central  laboratory"  or  consulting  with 
any  other  "laboratory  director".  Furthermore,  feeding  this  information  into 
a central  area  and  having  an  analysis  returned  would  necessitate  a very 
expensive  system  of  telemetry  and  computerization  that  is  at  the  present  time 
neither  available  nor  necessary  in  most  hospitals. 

Second,  we  suggest  changing  the  words  "in  connection  with"  .to  the  phrase 
"as  an  adjunct  to"  so  that  it  would  be  possible  to  exempt  as  a physician's 
"office"  that  area  and  those  physicians  that  directly  prescribe  therapy  on  a 
moment-to-moment  basis,  as  opposed  to  those  who  use  the  tests  for  diagnosis 
only  and  then  refer  patients  to  other  physicians  for  therapy.  With  this 
alteration  in  language,  we  believe  it  would  be  possible  to  accomplish  our 
goal  of  continued  excellence  in  patient  care  without  creating  as  an  "office 
exemption"  the  offices  and  laboratories  of  all  physicians. 

We  believe  that  the  Committee  report  should  contain  language  making  the 
previously  mentioned  points.  Such  a modification  would  have  the  effect  of 
assuring  that  the  anesthesiologist  and  the  intensivist  could  monitor  their 
patients  on  a moment-to-moment  basis,  through  the  use  of  analytical  equipment 
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"located  in  the'operating  room,  recovery  room,  or  intensive  care  unit,  without 
the  necessity  of  their  being  forced  to  register  themselves  as  a "clinical 
•laboratory"  under  H.R.  6221.  - This  would  permit  them  to  make  the  necessary 
adjustments  in  the  care  of  their  patients.  One  suggestion  for  such  language 
would  be  the  following: 

The  Committee  recognizes  that  for  some  physicians,  such  as 
the  anesthesiologist  and  the  intensivist,  the  "office"  is  a 
special  area  within  a hospital.  In  the  case  of  the  anesthesiolo- 
gist, this  would  be  the  operating  room,  the  obstetric  suite,  the 
recovery  room,  and  the  intensive  care  unit;  in  the  case  of  the 
intensivist,  it  would  be  the  intensive  care  unit.  It  is  essential 
that  these  physicians  be  permitted  to  analyze  biophysical  and 
biochemical  data  relating  to  their  patient  on  a moment-to-moment 
basis  in  order  to  alter  therapy  as  appropriate.  The  Committee 
recognizes  that  this  is  essential  and,  therefore,  wishes  the  term 
"office"  to  be  expanded  to  include  "the  ordinary  place  of  medical 
practice  of"  the  physician  whenever  the  tests  performed  are  used 
as  an  adjunct  to  the  treatment  of  his  patient. 

3.  Experimental  Laboratories.  Unlike  the  Senate  version  of  the  Clinical 
Laboratories  Improvement  Act,  H.R.  6221  states  that  the  Secretary  may  exempt 
from  the  national  standards  for  clinical  laboratories  any  laboratory  in  which 
the  only  tests  or  procedures  which  are  performed  are  tests  or  procedures  for 
research  (other  than  research  to  determine  the  course  of  treatment  for  an 
individual  patient)  section  353  (2)  (D)  (iv).  The  Senate  version  permits 
exemption,  on  application,  for  research  laboratories  engaged  primarily  in 
research. 


665 


SAAC,  ASA;  and  SCCM  feel  that  there  are  certain  types  of  tests  which, 
because  of  their  complexity,  rarity  of  need  and,  therefore,  relatively  high 
cost  of  maintaining  test  facilities,  can  be  performed  only  in  laboratories 
that  are  maintained  primarily  for  purposes  of  research.  The  "individual 
patient"  exemption  contained  in  H.R.  6221  will  not,  it  is  believed,  permit 
research  laboratories  offering  such  a rare  test  for  the  benefit  of  any  patient 
to  obtain  exemption  from  the  national  standards  requirements.  If  this  inter- 
pretation is  correct,  H.R.  6221  will  preclude  the  physician  from  confirming 
diagnosis  of  rare  or  uncommon  diseases  for  which  the  appropriate  tests  are 
not  available  in  most  laboratories.  It  is  well  known,  for  example,  that  the 
definitive  tests  necessary  to  diagnose  such  rare  disorders  as  malignant 
hyperthermia  and  atypical  pseudocholinesterase  are  available  in  only  a handful 
of  research  laboratories  in  the  United  States.  It  is  essential  that  our 
patients  and  their  physicians  be  permitted  to  take  advantage  of  such 
laboratories. 

On  the  other  hand,  we  understand  the  concern  of  the  Committee  that 
merely  changing  the  language  to  coincide  with  the  Senate  version  of  the  Bill 
might  lead  to  abuse.  For  example,  a laboratory  that  is  operated  51  percent 
for  research  purposes  and  49  percent  for  "routine"  clinical  work  could  be 
exempt  and,  therefore,  use  this  loophole  to  fund  their  research  laboratory 
through  payment  for  clinical  tests.  This  would  defeat  the  purpose  of  H.R. 
6221.  If  the  Committee  wishes  to  adopt  the  language  in  the  Senate  version 
of  the  Bill,  we  believe  that  this  loophole  could  be  plugged  by  appropriate 
language  in  the  Committee  report,  such  as  the  following: 

The  Comnittee  recognizes  the  fact  that  there  are  some 

laboratory  tests  that,  because  of  their  complexity  and  rarity 
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of  need,  can  be  performed  economically  only  in  laboratories  that 
are  maintained  primarily  for  purposes  of  research.  The  Committee 
wishes  to  exempt,  on  application,  those  tests  within  such  research 
laboratories,  since  they  fulfill  a national  need  that  is  not 
available  through  routine  channels.  The  Committee  cautions  the 
Secretary,  however,  that  it  does  not  condone  a situation  in 
which  a laboratory,  normally  used  primarily  for  research,  per- 
forms a significant  number  of  "routine"  laboratory  tests,  thereby 
using  its  research  designation  to  avoid  conforming  to  the  law. 

An  alternate  approach  would  be  to  amend  H.R.  6221  section  353  (2)  (D)  (iv) 
found  on  lines  19-24,  page  12,  in  the  following  terms: 

"(iv)  The  Secretary  shall,  upon  application,  exempt,  on  such 
terms  and  conditions  as  may  be  appropriate,  from  the  national 
standards  for  clinical  laboratories  any  laboratory  in  which  the 
only  tests  or  procedures  which  are  performed  are  tests  or  procedures 
for  research  or  for  the  analysis  or  diagnosis  of  rare  disorders 
[(other  than  research  to  determine  the  course  of  treatment  for 
an  individual  patient)]. 


SUMMARY 

In  concept  and  in  all  major  aspects,  SAAC,  ASA,  and  SCCM  favor  the  adop- 
tion of  H.R.  6221  as  representing  an  intelligent  step  forward  in  the  improvement 
of  quality  control  in  the  clinical  laboratories  of  the  United  States  and  in 
the  containment  of  costs  associated  with  these. laboratories.  This  statement 
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is  made  assuming  the  following  clarifications  are  adopted: 

1.  That  the  Secretary  shall  promulgate  national  standards  that  recognize 
the  different  natures  of  laboratories  created  to  serve  specific  purposes. 

2.  That  the  "office"  of  the  anesthesiologist  and  the  intensivist  includes 
"his  ordinary  place  of  medical  practice",  namely,  the  operating  room,  obstetric 
suite,  recovery  room,,  and  intensive  care  unit,  as  appropriate. 

3.  That  extremely  complex  or  rare  tests  performed  in  research  laboratories 
which  perform  such  tests  for  the  diagnosis  of  rare  disorders  should  be  exempted, 
on  application,  by  the  Secretary,  thus  permitting  the  results  of  such  tests  to 
be  used  in  patient  care. 

I-  appreciate  the  opportunity  to  share  my  views,  on  behalf  of  SMC,  ASA, 
and  SCCM,  with  you.  Thank  you. 


JHM:ps 


668 


Squire,  Sanders  & Dempsey 


21  DUPONT  CIRCLE.  N.  W. 
WASHINGTON.  D.  C.  20036 


862-7032 
March  16,  1979 


The  Honorable  Herman  E.  Talmadge 
109  Russell  Senate  Office  Building 
Washington,  D.  C.  20510 


Dear  Senator  Talmadge: 

In  anticipation  of  early  hearings  on  S.505,  introduced  earlier 
this  month  by  you  and  Senator  Dole,  we  have  been  asked  by  the  American 
Society  of  Anesthesiologists  (ASA)  — for  which  we  act  as  legal  counsel  — 
to  submit  the  following  views  for  inclusion  in  the  record. 

As  you  know,  ASA  has  previously  testified  in  favor  of  certain 
substantive  provisions  of  the  Bill  relating  to  definition  of  the  reim- 
bursement standards  for  anesthesiology  services.  While  these  provisions 
have  been  changed  in  certain  minor  and  clarifying  detail  (Section  6(a) (2) 
of  S.505) , ASA  continues  to  find  these  provisions  satisfactory  and 
reflective  of  sound  medical  practice.* 

In  the  past  few  months,  we  have  discussed  with  members  of  the 
Finance  Committee  staff  certain  additional  clarifications  which,  al- 
though not  practical  for  inclusion  in  the  language  of  the  Bill,  nonethe- 
less in  ASA's  judgment  are  required  for  a proper  understanding  of  legis- 
lative intent.  We  have  been  requested  by  the  staff  to  prepare  proposed 
clarifying  language  for  inclusion  in  any  Committee  Report  on  the  Bill. 

We  thus  offer  the  following  for  the  Committee's  consideration: 


*We  note  that  these  provisions  are  not  included  in  that  portion  of 
the  S.590,  Clinical  Laboratories  Improvement  Act  of  1979  (introduced  by 
Senator  Javits  on  March  8,  1979)  dealing  with  physician  reimbursement 
principles.  While  ASA  does  not  oppose  these  provisions  in  S.590,  we 
strongly  urge  that  if  the  Senate  is  going  to  deal  with  physician  reim- 
bursement principles,  whether  under  S.590  or  S.505,  the  entire  provision 
on  this  subject  of  S.505  should  be  included.  As  you  know,  the  provisions 
of  S.505  dealing  with  anesthesiology  services  have  been  constructed  wdth 
same  care  and  have  involved  close  consultation  among  ASA,  the  Finance 
Committee  staff,  and  representatives  of  Medicare.  The  foreshortened 
provisions  of  S.590,  if  adopted,  simply  would  not  reflect  the  detailed 
understandings  that  have  emerged  from  prior  consultations  on  the  pre- 
decessors to  S.505. 
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Section  6(a) (1)  of  the  Bill  provides  for  the  exclu- 
sion frcm  Medicare  Part  B reimbursement  of  services 
performed  by  a physician  "as  an  educator,  and  execu- 
tive, or  a researcher;  or  any  professional  patient 
care  service"  not  involving  personal  performance  or 
direction  by  a physician,  for  the  benefit  of  a pa- 
tient. It  is  not  the  intent  of  the  Ccmmittee,  by 
this  language,  to  exclude  frcm  Part  B reimbursenent 
those  services  of  a physician  involving  his  personal 
performance  or  personal  direction  for  the  benefit  of 
a patient,  when  simultaneously  with  performing  those 
services,  the  physician  is  also  engaging  in  a teach- 
ing function  for  others  (e.g. , resident  physicians 
not  in  his  enploy)  who  are  also  participating  in  or 
observing  the  services  as  part  of  their  educational 
experience. 

Section  6(a) (2)  of  the  Bill  provides  additional  Stan- 
dards to  the  Act  to  govern  Part  B reimbursenent  for 
services  by  an  anesthesiologist,  in  general  limiting 
such  reimbursenent  to  those  instances  in  which  the 
physician  either  personally  performs  or  personally 
directs  the  provision  of  anesthesia  care  in  connec- 
tion with  surgical  or  obstetrical  procedures.  The 
Caimittee  recognizes  that  anesthesiologists  perform 
medical  services  to  patients  outside  the  context  of 
a surgical  or  obstetrical  procedure,  and  it  is  not 
the  Ccmmittee' s intent  to  affect  reimbursenent  stan- 
dards in  these  other  contexts.  The  Ccmmittee  also 
recognizes  that  many  anesthesiologists  practice  in 
partnership  or  "group"  form,  and  that  more  than  one 
menber  of  the  group  may  permissibly  provide  the  re- 
quired services  for  which  reimbursenent  is  author- 
ized, e.g. , one  physician  in  the  group  may  make  the 
pre-anesthetic  evaluation,  while  another  may  actually 
anesthetize  the  patient. 

ASA  wishes  also  to  state  its  support  for  the  principles  of 

Section  9 of  the  Bill,  which  create  an  express  statutory  basis  under 
Medicare  for  rendition  of  surgical  services  in  an  ambulatory  center . 

In  point  of  fact,  a large  number  of  these  centers  have  been  established 
on  the  initiative  of  anesthesiologists.  Many  ASA  members  believe  that 
• these  centers  are  to  be  strongly  encouraged  as  a vehicle  for  rendition 
of  surgical  and  anesthesia  care,  in  proper  cases,  at  a lesser  facility- 
operation  cost  than  that  normally  involved  in  a hospital  setting.  ASA 
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believes,  however,  that  Section  9 is  not  presently  clear  that  two  al- 
ternative means  are  to  exist  for  reimbursement  of  an  anesthesiologist 
or  other  non-surgeon  physician  who  performs  services  in  connection  with 
a surgical  procedure  in  such  a center  — either  by  participating  (by 
agreement)  in  an  all-inclusive  fee  paid  to  the  center,  or  by  separate 
normal  Part  B reimbursement.  We  respectfully  recommend  that  these 
alternatives  be  spelled  out  in  the  report  of  the  Carrmittee  on  S.505. 

Vfe  have  also  been  asked  by  ASA  to  reiterate  its  opposition  to 
Section  7 of  S.505,  as  currently  drawn.  ASA's  objection  to  this  provi- 
sion is  that  it  unduly  and  improperly  limits  the  participation  of  a 
physician  organization,  in  the  development  of  a relative  value  schedule, 
to  reacting  to  proposals  by  the  Secretary.  ASA  believes  that  such  a 
limitation  erodes  its  constitutional  right  to  petition  the  Government,  a 
right  which  is  confirmed  in  the  decisions  of  Eastern  Railroad  Presidents 
Conference  v.  Noerr  Motor  Freight,  Inc. , 365  U.S.  127  (1961);  and  United 
Mine  Workers  v.  Pennington,  381  U.S.  657  (1965). 

In  this  connection,  we  respectfully  refer  you  to  the  terms  of 
a Consent  Order  recently  entered  into  between  ASA  and  the  Federal  Trade 
Commission  (relating  to  ASA  conditioning  membership  privileges  on  the 
mode  of  compensation  received  by  a physician)  which  states  as  follows; 

It  is  further  ordered.  That  nothing  in  this  order  shall 
prohibit  or  limit  the  organizations  and  persons  subject 
to  this  order  from  petitioning  the  government  for  a re- 
dress of  grievances  by; 


A.  Preparing  or  furnishing  testimony,  information, 
or  advice  to,  or  negotiating  with,  any  government  body 
or  agency  or  furnishing  drafts  thereof  to  any  organiza- 
tion which  is  preparing  or  furnishing  testimony,  infor- 
mation or  advice  to,  or  negotiating  with,  any  government 
body  or  agency  with  respect  to  the  same  subject  matter; 

B.  Advising  its  members  and  others  of  legislation, 
programs,  policies,  regulations,  procedures,  or  inter- 
pretations of  any  government  body  or  agency  and  soliciting 
their  views  thereon; 

C.  Informing  members  and  others  of  any  testimony, 
information  or  advice  supplied  to,  or  negotiations  with, 
any  government  body  or  agency;  and 

D.  Suggesting  or  recommending  that  members  or  others 
undertake  the  activities  enumerated  in  subparagraphs  (A) , 
(B) , and  (C)  above; 
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but  only  as  long  as  the  activities  enumerated  in  this  part 
VI  are  not  undertaken  with  the  purpose  or  intent  of  achiev- 
ing a result  prohibited  by  part  II  of  this  order  through 
means  other  than  the  action  of  a government  body  or  agency. 

We  do  not  believe  that  the  philosophical  approach  of  Section  7 adequately 
recognizes  the  rights  of  organized  medicine  to  initiate  negotiations 
with  the  Secretary,  concerning  relative  value  schedules  or  other  sub- 
jects of  canmon  concern. 

We  request  that  a copy  of  this  letter  be  included  in  the 
record  of  the  Subcaimittee's  hearings  on  S.505. 


Respectfully  submitted. 


Michael  Scott 
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the  tests,  procedures,  or  services  performed.  ASA  is  concerned  that 
inclusion  of  such  permissive  language  does  not  adequately  assure  that 
there  actually  will  be  different  standards  promulgated  depending  upon 
the  nature  of  the  laboratory  involved. 

The  definition  of  "clinical  laboratory"  under  subsection 
370(1)  is  broad  enough  to  cover  virtually  any  laboratory  concerned  with 
patient  care.  In  most  major  hospitals,  however,  there  exist  as  well  as 
"normal"  multi-purpose  clinical  laboratories,  a number  of  single-  or 
limited-purpose  highly  specialized  laboratories  which  are  operated  by  a 
physician  independent  of  the  nulti-purpose  laboratory.  These  latter 
laboratories  are  used  to  analyze  seme  particular  bodily  function  or 
functions  required  immediately  in  connection  with  patient  care.  Because 
of  the  importance  of  accurately  monitoring  moment-to-mcment  changes  in 
certain  aspects  of  a patient's  functions,  these  laboratories  are  usually 
located  immediately  adjacent  to  high  usage  areas,  such  as  the  operating 
roan.  Examples  of  such  types  of  laboratories  are  the  blood-gas  labora- 
tory, used  to  analyze  a patient's  blood  for  determining  its  relative 
acidity  and  oxygen  and  carbon  dioxide  tensions,  and  the  acute  intensive 
care  laboratory,  used  to  analyze  blood  and  to  perform  anergency  tests 
required  for  care  of  critically  ill  patients. 

In  the  blood-gas  laboratory,  qualified  persons  can  be  taught 
to  perform  the  limited  number  of  techniques  necessary  with  far  less 
training  than  is  required  for  proficiency  in  performing  the  varied  tests 
and  analyzing  the  many  parameters  that  might  be  found  in  a multi-purpose 
hospital  laboratory.  Similarly,  in  the  acute  intensive  care  laboratory, 
the  speed  necessary  for  <±>taining  the  data  usually  precludes  using  the 
testing  techniques  carmon  to  most  multi-purpose  laboratories. 

ASA  is  concerned  that  the  national  standards  pronulgated, 
virile  they  may  be  entirely  appropriate  for  centralized  nulti-purpose 
hospital  or  independent  laboratories,  may  be  unrealistic  or  unnecessary 
in  terms  of  operation  and  expense  with  respect  to  the  single-purpose 
laboratory.  Therefore,  ASA  proposes  that  the  word  "may"  be  changed  to 
"shall"  in  subsection  372(c)  as  it  appears  on  page  10,  line  9: 

(c)  Standards  prescribed  under  subsection  (b) 
for  clinical  laboratories  [may]  shall  vary  on  the 
basis  of  the  type  of  tests,  procedures,  or  services 
performed  by  such  laboratories  or  the  purpose  for 
which  such  tests,  procedures,  or  services  are  per- 
formed. 
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This  mandate  to  the  Secretary  should  also  be  explained  appropriately  in 
the  report  of  the  Ccnmittee.  ASA  recommends  for  your  consideration  in 
this  respect  the  proposed  language  on  page  4 of  Dr.  Modell's  statanent. 

2.  Physician's  Office  Exemption . ASA  is  pleased  to  note  that 
S.  590  retains  the  concept  of  physician  office  exemption  contained  in 
the  1978  bills,  but  is  deeply  concerned  that  the  language  of  S.  590  will 
be  interpreted,  literally,  as  permitting  an  exsnption  only  as  to  labora- 
tories in  a physician's  office  "physically"  operated  by  the  physician 
himself,  as  distinct  fran  non-physician  personnel  in  his  employ  and 
under  his  direction.  ASA  recommends  that  the  language  of  subsection 
372(f)  (3)  (A)  (i)  be  changed  to  read: 

(i)  which  is  located  in  the  office  of,  and 
operated  by  or  under  the  direction  of,  a licensed 
physician,  dentist.  . . . 

ASA  is  particularly  interested  in  this  provision  of  the  Bill,  inasmuch 
as  the  operating  room,  obstetrical  suite,  recovery  room,  and  intensive 
care  unit  of  a hospital  are,  for  all  practical  purposes,  the  working 
"office"  of  an  anesthesiologist.  In  fact,  the  Bureau  of  Health  Insur- 
ance has  construed  "office"  for  certain  purposes  under  the  Medicare 
statute  to  relate  to  the  hospital  setting  in  which  an  anesthesiologist 
performs  his  medical  services. 

ASA  therefore  recormends  that  subsection  372(f) (3) (A) (i)  at 
page  12,  line  18,  be  further  changed  to  read  as  follows: 

(3) (A)  Upon  such  conditions  as  the  Secretary  may 
by  regulation  prescribe,  the  Secretary  may  exanpt  frcm 
the  national  standards  for  clinical  laboratories  any 
clinical  laboratory  — 

(i)  which  is  located  in  the  office  or  ordinary 
place  of  medical  practice  of,  and  operated  by  or  under 
the  direction  of,  a licensed  physician.  . . . 

ASA  would  also  suggest  changing  the  words  "in  connection  with"  in  subsec- 
tion 372(f)  (3)  (A)  (ii)  at  page  13,  line  6,  to  the  phrase  "as  an  adjunct 
to" : 


(ii)  in  which  the  only  tests  or  procedures  which 
are  performed  are  routine  tests  or  procedures  (as  de- 
termined by  the  Secretary)  performed  by  such  a practi- 
tioner or  clinic  [in  connection  with]  as  an  adjunct  to 
the  treatment  of  the  patients  of  such  practitioner  (or 
practitioners)  or  clinic. 
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ASA.  believes  that  these  modifications  would  have  the  effect  of  assuring 
that  anesthesiologists  can  monitor  patients  on  a mcment-to-ironent  basis 
through  the  use  of  equipment  located  in  the  operating  room,  recovery 
roan,  or  critical  care  unit,  without  the  necessity  for  such  activities 
being  subject  to  the  national  standards. 

It  would  also  be  helpful  if  the  Canmittee's  report  contained 
language  clarifying  this  point,  and  ASA  recommends  to  your  attention  the 
language  suggested  by  Dr.  Modell  at  page  7 of  his  statement,  and  to  the 
responsive  language  actually  contained  in  H.R.  Report  No.  95-1004,  Part 
I at  page  17: 

The  Secretary  may  need  to  exercise  flexibility  in 
what  he  determines  constitutes  a physician's  of- 
fice. For  example,  sane  physicians  perform  tests 
while  treating  their  patients  in  a special  area 
within  a hospital.  In  the  case  of  the  anesthesio- 
logist, this  would  be  the  operating  room,  the  ob- 
stetric suite,  the  recovery  room,  and  the  inten- 
sive care  unit;  in  the  case  of  the  intensivist,  it 
would  be  the  intensive  care  unit.  It  is  essen- 
tial that  these  physicians  be  permitted  to  analyze 
biophysical  and  biochemical  data  relating  to  their 
patient  on  a moment- to-mcment  basis  in  order  to  al- 
ter therapy  as  appropriate. 

3.  Experimental  Laboratories.  ASA  endorses  the  language  of 
subsection  372(f)  (3)  (D)  at  page  14,  line  3,  exempting  from  the  national 
standards  those  laboratories  in  which  certain  types  of  rare  and/or 
complex  diagnostic  tests  for  rare  disorders  are  performed.  As  the 
drafters  of  this  legislation  have  recognized,  it  is  essential  that 
patients  and  physicians  be  permitted  to  take  advantage  of  such  labora- 
tories. In  this  connection,  I draw  your  attention  to  that  portion  of 
Dr.  Modell' s attached  statement  dealing  with  experimental  laboratories, 
in  which  he  comments  favorably  on  the  approach  now  taken  in  S.  590. 

4.  Physician  Reimbursement.  Consistent  with  its  prior  posi- 
tions on  proposed  legislation  introduced  in  recent  years  by  Senator 
Talmadge,  ASA  does  not  oppose  the  principles  set  forth  in  Section  7 of 

S.  590  — dealing  with  physician  reimbursement  under  Medicare  Part  B. 

ASA  points  out,  however,  that  unlike  Senator  Talmadge 's  current  Bill  (S. 
505) , S.  590  does  not  deal  in  specific  terms  with  reimbursement  princi- 
ples relating  to  anesthesia  care.  ASA  respectfully  refers  you  to  the 
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fact  that  the  principles  on  reimbursement  for  anesthesia  care,  set  forth 
in  S.  505,  have  been  rather  carefully  worked  out,  over  a period  of  many 
months,  as  a result  of  consultations  among  the  Senate  Finance  Carmittee, 
ASA  and  representatives  of  the  Bureau  of  Health  Insurance.  In  this 
connection,  ASA  attaches  hereto  its  letter  of  cctrment  on  S.  505,  and 
respectfully  urges  that  your  Committee  consult  with  the  Senate  Finance 
Committee  on  these  matters,  before  reporting  out  a bill  which  would 
include  Section  7. 


I appreciate  your  consideration  of  these  comments  and  request 


that  they  be  included  in  the  record  of  these  hearings.  If  the  ASA  can 
be  of  assistance  in  providing  further  background  information  or  answer- 
ing questions  raised  by  these  comments,  please  feel  free  to  contact  me. 


Enclosures 

cc:  The  Honorable  Edward  M.  Kennedy,  Chairman 

Subcommittee  on  Health  & Scientific  Research 
Senate  Committee  on  Human  Resources 
Robert  Wenger,  Professional  Staff  Member 
John  Rother,  Professional  Staff  Member 


Respectfully  submitted. 


Michael  Scott 
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The  American  Association  for  Clinical  Chemistry  (AACC)  is  most 
pleased  to  provide  the  Committee  with  the  Association's  views  on  major 
provisions  included  in  the  Clinical  Laboratory  Improvement  Act  of  1 979 > 

S.  590. 

The  AACC  is  a national  professional  organization,  representing 
nearly  5,000  members  engaged  in  the  delivery  of  clinical  laboratory 
services.  The  Association's  membership  is  comprised  of  clinical  chemists 
at  the  doctoral,  master's  and  bachelor's  degree  levels  of  education.  A 
majority  of  our  members  are  individuals  at  the  doctoral  and  master's 
degree  level  in  science  or  medicine.  Most  of  the  bachelor's  level 
members  have  their  degrees  in  chemistry.  At  the  advanced  degree  level, 
many  specialty  disciplines  are  represented,  including:  analytical 
chemistry,  physical  chemistry,  biochemistry,  toxicology,  pharmacology, 
pathology,  and  geriatrics. 

The  primary  professional  interest  of  the  AACC  membership  is  the 
applica-tion  of  the  science  of  chemistry  to  the  diagnosis  and  treatment 
of  disease  and  the  assessment  of-  patient  health.  The  AACC  membership 
represents  an  important  scientific  resource  for  improving  the  quality  of 
clinical  chemistry  testing,  clinical  laboratory  services,  and  their 
impact  on  the  quality  of  health  care  delivered  to  the  public.  In  that 
regard,  over  50  percent  of  all  clinical  laboratory  tests  performed  in 
this  country  are  clinical  chemistry  tests. 

The  re  introduction  of  clinical  laboratory  improvement  legislation 
into  the  96th  Congress  once  again  provides  the  opportunity  to  insure  that 
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quality  laboratory  services  are  available  to  all  Americans.  In  this 
regard,  the  AACC  is  pleased  to  endorse  the  intent  of  S.  590  and  the 
important  objectives  to  which  it  is  dedicated. 

Specif ical ly: 

I . Regulations  and  Licensing  of  Clinical  Laboratories 

The  AACC  believes  it  is  essential  that  the  public  interest  and 
welfare  be  protected  by  requiring  that  all  clinical  laboratories 
comply  with  uniform  national  standards  to  assure  accurate  and 
reliable  testing.  The  application  of  these  standards  should 
include  all  facilities  examining  materials  derived  from  the 
human  body  for  the  purpose  of  providing  information  for  the 
diagnosis,  prevention,  or  treatment  of  any  disease,  or  the 
assessment  of  human  health.  Specifically: 

1 . Physician's  Offices 

Physician  offices,  irrespective  of  size  or  location,  which 
perform  tests  used  in  the  diagnosis  of  patient  health,  should  be 
required  to  meet  the  national  standards  as  will  be  established 
under  this  proposed  legislation. 

2.  Rural  Health  Facilities 

The  definition  of  a rural  health  facility  should  include  labora- 
tories in  small  rural  hospitals  (50  beds  or  less)  and  the  branch 
or  satellite  public  health  laboratory  employing  three  persons  or 
less.  The  question  here  is  the  type  of  services  provided  rather 
than  the  location  of  the  facility. 
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The  following  facts  should  be  considered: 

It  is  unrealistic  to  expect  the  volume  or  scope  of  work  to  be 
enough  to  attract  or  justify  the  employment  of  a fulltime  laboratory 
director,  as  such. 

The  procedures  employed  should  be  limited  to  basic  and  simple 
techniques.  The  more  complicated  laboratory  work  should  be  referred  to 
a larger  laboratory. 

Qualified  consultants  with  defined  duties  can  be  obtained  at  far 
less  cost  than  directors  to  provide  technical  expertise  for  smaller, 
less  sophisticated  facilities. 

Under  these  circumstances,  the  presence  of  a qualified  technologist 
is  essential  and  cannot  be  waived. 

General  day-to-day  administration  in  these  facilities  can  be 
provided  by  other  than  qualified  scientific,  technical  personnel  because 
of  the  limited  nature  of  the  services  offered. 

Adherence  to  National  Standards: 

Rural  health  facilities  as  defined  above,  should  be  required  to 
comply  with  national  standards. 

3.  Research  Laboratories/Insurance  Laboratories 

The  AACC  recommends  that  these  laboratories  (industrial  hygiene 
or  specialty  labs)  irrespective  of  methods  of  reimbursement  or 
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funding  support,  which  perform  tests  used  directly  in  patient 
diagnosis  and  treatment  be  required  to  comply  with  national 
standards. 

Enforcement  of  National  Standards 
Office  of  Clinical  Laboratories 

As  was  pointed  out  earlier,  the  AACC  endorses  the  basic  intent  of 
proposed  CLIA  legislation  aimed  at  improving  the  quality  of  labora- 
tory performance  by  extending  existing  regulatory  authority  and 
licensing  requirements  for  clinical  laboratories. 

In  this  regard,  the  Association  believes  that  the  most  effective 
way  to  insure  compl iance  wi th  uniform  national  standards  is  through 
the  establishment  of  an  Office  of  Clinical  Laboratories  (OCL) 
charged  with  the  responsibility  for  coordinating  all  federal 
activities  relative  to  the  clinical  laboratory  field.  With  this 
in  mind,  the  identification  of  a Director  of  Clinical  Laboratories 
as  considered  in  S.  590  does  not  go  far  enough  in  insuring  this 
consistency  of  lab  oversight. 

The  major  problem  with  existing  law  is  the  lack  of  uniform  national 
standards  for  all  laboratories  along  with  the  inadequate  coordination 
of  federal  policies.  These  facts  have  resulted  in  duplication  and 
multiplicity  of  administration  over  laboratories  in  a variety  of 


settings. 
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In  addition,  HEW's  recent  mishaps  in  the  development  of  proposed 
uniform  national  standards  for  clinical  laboratory  personnel 
(under  consideration  for  nearly  four  years)  further  indicates  the 
inability  of  existing  regulatory  structure  and  authority  to  deal 
with  the  oversight  and  to  develop  federal  laboratory  policy. 

2.  Inspection  Authority 

The  AACC  supports  the  need  for  regular  inspections  of  clinical 
laboratories  as  a means  to  insure  that  the  quality  of  testing 
being  performed  is  consistent  with  nationally  established  standards. 
Furthermore,  the  AACC  believes  that  occasional  and  unannounced 
inspections  are  essential  to  proper  enforcement  of  national  standards. 


National  Advisory  Council 

The  AACC  strongly  supports  the  need  for  the  establishment  of  a 
National  Advisory  Council  to  the  OCL  or  Director  of  Clinical  Labs. 

In  order  to  provide  the  OCL  with  the  professional  expertise  necessary 
to  develop  and  implement  appropriate  standards,  an  advisory  council 
composed  of  professionals  practicing  in  the  field  is  essential. 


A.  Oversight  Responsibility 

The  AACC  strongly  endorses  the  need  for  states  to  undertake  the 
regulation  of  clinical  laboratories  within  their  jurisdiction, 
provided  that  these  states  adopt  standards  which  are  no  less 
stringent  than  the  uniform  national  standards  as  established 
under  the  proposed  legislation. 
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In  this  regard,  and  in  order  to  encourage  states  to  assume  this 
"right,"  appropriate  "startup"  funds  should  be  made  available 
from  the  federal  government  to  those  states  requesting  such 
support. 

III.  Personnel  Standards 

1 . Preamble 

Uniform  national  personnel  standards  are  necessary  for  all  levels 
of  clinical  laboratory  practioners  who  exercise  an  appreciable 
degree  of  independent  thought  and  action  in  the  performance  of 
their  duties.  In  addition,  national  standards  must  be  flexible 
enough  to  allow  for  various  types  of  organizational  structures 
and  laboratory  administration.  This  is  necessary  due  to  the 
rapid  expansion  of  the  science  of  medical  laboratory  testing 
and  technology  which  has  led  to  a new  type  of  specialist  in  the 
field.  This  trend  towards  specialization,  both  in  terms  of 
instrumentation  as  well  as  the  professional  working  in 
the  field,  has  lead  to  greatly  improved  patient  testing  and  care 
at  reduced  costs. 

For  example,  the  doctoral  scientist  who  is  a board  eligible 
specialist  in  clinical  chemistry  or  clinical  microbiology 
is  qualified  to  direct  a specialty  laboratory  in  their 
discipline.  This  scientist  may  be  directly  responsible  to 
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the  medical  governing  board  of  their  institution  for  clinical 
relevance  of  patient  care  results  from  their  laboratory,  rather 
than  through  traditional  modes  of  organization  which  channels 
lines  of  responsibility  through  a clinical  laboratory  director. 


The  AACC  believes  strongly  that  an  active  partnership  in  clinical 
laboratory  quality  assurance  between  the  patient's  physician  and 
the  scientific  or  technical  laboratory  director  is  the  patient's 
best  protection  against  inaccurate  laboratory  results. 

In  order  to  insure  that  laboratory  testing  is  accurate  and  reliable, 
appropriate  uniform  national  standards  for  clinical  laboratory 
personnel  must  be  developed.  These  standards  should  be  prepared 
in  such  a way  as  to  insure  the  necessary  mix  of  educational 
achievement  and  practical  experience  for  each  level  of  responsibility 
in  the  laboratory.  Only  in  this  way  can  we  assure  the  proficiency 
of  personnel.  Experience  alone  cannot  be  an  adequate  measure 
for  the  needed  competence. 


Finally,  we 
above  these 
proficiency 
educational 


strongly  resist  the  addition  of  detailed  regulations 
minimal  standards,  e.g.,  detailed  listing  of  dates, 
testing  examination  of  personnel,  too  restrictive 
standards,  etc.,  that  unnecessarily  limit  the  flexi- 


bility of  control  by  the  local  medical  community  and  also  add 
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unnecessary  costs  to  the  operation  of  the  laboratory.  The 
personnel  standards  described  below  attempt  to  meet  all  of  these 
criteria. 

2.  Who  Will  Prescribe  Standards 

Specific  levels  of  personnel,  i.e. , Director,  Chief  Technologist, 
etc.,  to  be  required  by  law  to  have  personnel  standards  established 
for  them  by  the  Secretary  of  HEW  in  consultation  with  OCL  and 
the  National  Advisory  Council  (unless  specifically  referred  to 
in  this  Bill,  it  is  the  AACC’s  concern  that  the  DHEW  will  continue 
to  back  away  from  establishing  national  uniform  standards  for  the 
appropriate  levels  of  clinical  laboratory  personnel). 

3.  Standards  Should  be  Prescribed  for  the  Following  levels  of 
Laboratory  Personnel 

Director  of  Clinical  Laboratories 
Scientific  (or  Technical)  Director 
Chief  Technologist 
Medical  Technologist 

A.  Specific  Qualification  Standards 
General  Concerns: 

The  AACC  supports  the  concept  of  upward  mobility  in  the  clinical 
laboratory  but  we  must  stress  the  need  for  additional  and  continuing 
education,  not  just  experience,  if  the  individual  is  to  be  prepared 
to  assume  responsibility  for  procedures  which  can  determine  the 
life  and  death  of  another  individual.  For  each  progressive  increase 
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in  levels  of  responsibility,  an  increase  in  formal  education  is 
required.  There  can  be  no  professional  growth  without  continuing 
education  for  the  career  professional  in  the  scientific  and 
technical  health  disciplines.  Every  effort  must  be  made  to 
stimulate  and  assist  individuals  in  their  career  development. 

Continuing  competence  would  be  assured  more  by  providing  continuing 
education  than  by  using  examinations  as  a determinant.  Past 
experience  indicates  that  it  would  be  wiser  to  spend  money  for 
continuing  education  and  training  than  to  attempt  to  prove  continued 
competence  by  a system  of  examinations. 

In  terms  of  ''grandfathering"  of  personnel,  the  AACC  supports  the 
concept  of  grandfathering  on  a onetime,  specified  cutoff  date 
basis.  The  purpose  here  is  to  protect  the  public-at-large  by 
assuring  that  after  a given  point  in  time  only  persons  having 
defined  qualifications  may  perform  certain  functions. 

Specif ical ly : 

A.  Director  of  Clinical  Laboratories  (oversees  all  clinical  laboratory* 
activities  multi-disciplinary) 

Doctoral  Degree  (Basic  Science,  i.e.,  chemistry,  biology,  medicine 
or  equivalent)  who  is  trained  in  a clinical  laboratory  specialty 
and  is  Board  certified  or  eligible  in  one  of  these  specialties; 
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(i.e.,  the  American  Board  of  Clinical  Chemistry  (ABCC) , the 
American  Board  of  Medical  Microbiology  (ABMM) , American  Board 
of  Pathology  (ABP) , etc.  Please  note,  these  Boards  are  specifically 
referred  to  and  accepted  in  regulations  prescribed  under  Medicare 
1965  and  CL  I A 1967  Laws). 

B.  Scientific  Director  (In  those  facilities  whose  size  and  scope 
of  Services  is  sufficient  to  require  an  individual  in  each 
specialty  lab  to  act  as  its  director). 

Doctoral  Degree  (Basic  Science,  i.e.,  chemistry,  biology, 
medicine,  or  equivalent)  v/ho  is  trained  in  a clinical  laboratory 
specialty  and  is  Board  certified  or  eligible  in  one  of  these 
specialties,  or 

Master  of  Science  in  appropriate  discipline,  plus  appropriate 
training  which  includes  30  academic  graduate  credits  in  clinical 
laboratory  sciences  and  have  6 years  of  clinical  laboratory 
experience,  A years  of  which  must  have  been  at  the  supervisory 
level . 

C.  Chief  Technologist 

Doctoral  Degree  (Basic  Science,  i.e.,  chemistry,  biology,  medicine, 
or  equivalent)  v/ho  is  trained  in  a clinical  laboratory  specialty 
and  is  Board  certified  or  eligible  in  one  of  these  specialties,  or 
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Master  of  Science  in  appropriate  discipline,  plus  appropriate 
training  which  includes  30  academic  graduate  credits  in  clinical 
laboratory  sciences  and  have  6 years  of  clinical  laboratory 
experience,  b years  of  which  must  have  been  at  the  supervisory 
level,  or 

Have  an  earned  master's  degree  with  at  least  15  graduate-level 
academic  courses  in  related  work  to  the  specialty  area  and 
have  two  years  of  experience  in  the  area,  or 

Have  earned  bachelor's  degree  with  a major  in  a biological  or 
chemical  science,  or  in  medical  technology,  plus  15  graduate- 
level  semester  hours  in  course  related  work  to  specialty,  plus 
5 years  of  experience  in  that  specialty. 

Medical  Technologist 

(A  technologist  may  be  qualifed  as  a specialist  or  medical 
technologist) . 

Medical  Technologist  Qualifications 

All  of  those  listed  for  Chief  Technologist,  as  well  as: 

B.S.,  in  M.T.,  including  12  months  of  clinical  education  or 


experience;  or. 
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90  semester  hours  in  accredited  college  and  12  additional  months 
of  appropriate  clinical  education  or  practical  experience;  or, 

10  years  pertinent  full-time  clinical  laboratory  experience  prior 
to  effective  date  of  regulations  and  employed  in  clinical  laboratory 
for  at  least  2 of  last  5 years;  or. 

Specialty  Medical  Technologist 

All  of  those  options  listed  above,  except  that  the  clinical 
experience  and/or  educational  training  must  have  been  acquired 
in  the  appropriate  specialty  in  which  that  individual  plans  to 
work. 

IV.  Finally,  the  AACC  recommends  that  the  following  subjects  be  considered 
for  in-depth  study  as  they  relate  to  this  Bill's  overall  objective: 

"Study  of  Requirements  for  Laboratories  and  Laboratory 
Personnel" 

"Study  of  Financial  Arrangements  made  by  hospitals  for  clinical 
laboratory  services" 

"Federal  funding  for  advancing  clinical  laboratory  services" 
(specifically  applied  research) 

"Federal  funding  for  advanced  training  and  continued  competence 
of  clinical  laboratory  personnel" 
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The  AACC  commends  you  on  your  continued  leadership  in  this  important 
area  and  appreciates  this  opportunity  to  present  you  with  our  views. 


Respectfully  submitted. 


Albert  A.  Dietz,  Ph.D. 

President 

AMERICAN  ASSOCIATION  FOR  CLINICAL  CHEMISTRY 
1725  K Street,  N.W. 

Washington,  DC  20006 


AAD/KAB/bds 


691 


STATEMENT  OF 

KATHLEEN  D.  SHEEKEY,  INFORMATION  DIRECTOR 
CONSUMER  FEDERATION  OF  AMERICA 

BEFORE  THE 

SUBCOMMITTEE  ON  HEALTH  AND  SCIENTIFIC  RESEARCH 
OF  THE 

COMMITTEE  ON  HUMAN  RESOURCES 
UNITED  STATES  SENATE 

March  30,  1977 


Consumer  Federation  of  America  is  a federation  of  220  national,  state  and 
local  non-profit  organizations  that  have  joined  together  to  espouse  the  consumer 
viewpoint.  CFA  and  its  member  organizations  represent  over  30  million  consumers 
throughout  the  United  States.  Among  our  members  are  Consumers  Union,  publisher  of 
Consumer  Reports , 17  cooperatives  and  credit  union  leagues;  45  state  and  local  con- 
sumer organizations;  66  rural  electric  cooperatives;.  27  national  and  regional 
organizations  ranging  from  the  National  Board  of  the  YWCA  to  the  National  Education 
Association;  and  l6  national  labor  organizations. 

CFA  applauds  this  Subcommittee  for  its  expeditious  reintroduction  of  the 
Clinical  Laboratories  Improvement  Act. 

Last  year  CFA  submitted  statements  for  the  record  in  support  of  this  legislation 

to  this  Subcommittee,  as  well  as  to  the  House  Subcommittee  on  Health  and  Environment. 

As  the  bill  was  debated  in  the  94th  Congress,  we  were  joined  by  the  following 

coalition. in  support  of  the  strongest  bill: 

Amalgamated  Meatcutters  and.  Butcher  Workmen 
American  Association  of  Retired  Persons 

Grover  C.  Bagby,  Associate  General  Secretary,  Board  of  Church  and 
Society,  United  Methodist  Church 
Communications  Workers  of  America 
Cooperative  League  of  the  USA 
International  Ladies'  Garment  Workers'  Union 
International  Union  of  Electrical,  Radio  and  Machine  Workers 
National  Consumers  Congress 
National  Council  of  Senior  Citizens 

Retired  Employees  Department,  United  Auto  Workers  of  America 
United  Auto  Workers  of  America 
United  Steelworkers  of  America 
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The  arguments  and  examples  set  forth  by  us  at  that  time  still  stand  and  our 
vigor  for  this  legislation  is  now  intensified.  We  fully  share  your  longstanding 
concern  regarding  appropriate  standards  for  our  nation Ts  clinical  laboratories  and 
are  hopeful  that  successful  passage  of  this  legislation  is  now  imminent. 

At  its  most  recent  annual  meeting  on  February  12 , 1977?  Consumer  Federation 
of  America's  membership,  recognized  that  high  standards  of  health  care  in  this 
country  cannot  be  achieved  unless  all  clinical  laboratories  comply  with  uniform 
standards  of  performance  both  as  to  facilities  and  personnel.  Accordingly,  the 
membership  overwhelmingly  approved  the  following  policy  resolution: 


Clinical  Laboratory  Testing — Consumers  have  a two- told 
interest  in  establishing  standards  for  clinical  laboratory  testing; 
health  and  cost  Of  primary  concern  is  the  assurance  of  strict 
health  and  safety  standards  through  reliable  clinical  testing 

Consumers  are  alarmed  at  the  evidence  which  demonstrates 
that  laboratories  including  those  regulated  by  Federal  law  have 
shocking  error  rates  of  most  tests  ranging  from  20  percent  to  50 
percent  In  addition  to  the  human  suffering  resulting  from 
inadequate  clinical  laboratory  testing,  the  consumer  is  to  bear 
the  high  cost  of  multiple  and  frequently  unnecessary  testing. 
Consumers  pay  $8  billion  annually  for  laboratory  testing.  There 
are  often  appalling  price  differences  among  laboratories  for 
identical  tests. 

Accordingly,  we  urge  legislation  that  would: 

a)  Require  licensing  of  all  interstate  and  Intrastate  clipical 
laboratories,  including  independent  hospitals  and  doctor 
office  laboratories  with  collection  including  blood  banks. 

Periodic  quality  spot  checking  should  be  required. 

b)  Permit  states  to  apply  more  stringent  standards  within 
allocated  federal  enforcement  functions. 

c)  Require  disclosure  by  clinical  laboratories  of  any  contrac- 
tual relationships  with  physicians,  together  with  a posting 
of  aH  fees  for  laboratory  testing  within  local  health 
planning  units;  and  a mandatory  itemization  of  costs  on 
the  physicians  statement  he  or  she  bills  for  services 
performed. 

d)  Require  periodic  examination  of  all  operating  personnel. 
HEW  should  be  required  to  set  up  a coordinating  unit  for 
that  purpose. 

e)  Outlaw  kickbacks. 

f)  Require  that  advisory  committees  include  an  equitable 
number  of  bona  fide  consumer  representatives. 

g)  Require  the  establishment  of  standards  of  safe  and  effica- 
cious methodology  so  that  physicians  in  clinical  labora- 
tories have  scientifically  recognized  evaluations  of  what 
tests  should  be  conducted  and  under  what  circumstances. 
Accordingly,  tests  with  marginal  or  no  value  should  be 
eliminated. 

h)  Encourage  medical  schools  to  offer  comprehensive  courses 
in  clinical  laboratory  testing. 
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Without  detracting  from  our  support  of  the  Clinical  Laboratories  Improvement 
Act  of  1977  we  would  like  to  take  this  opportunity  to  urge  you  to  strengthen  the 
bill  in  several  respects: 

1.  Reimbursement  for  Citizen  Participation  in  Agency  Proceedings. 

Many  citizens  desire  to  participate  in  agency  proceedings  which  have  a direct 
or  indirect  impact  on  the  health,  safety,  or  economic  well-being  of  themselves 
and  other  citizens.  Unfortunately,  the  cost  of  such  participation  is  usually 
prohibitively  high.  Considering  the  fhr-reaching  impact  of  the  many  regulations  that 
the  Secretary  is  charged  with  promulgating  under  the  proposed  legislation,  consumers 
have  at  once  an  obvious  and  substantial  stake  and  contribution  to  make. 

The  requirements  for  reimbursement  of  such  participation  should  be  patterned 
after  those  set  forth  in  S.270.  These  would  preclude  the  awarding  of  such 
participation  costs  for  those  who  do  not  make  a substantial  contribution  to  the 
proceedings,  or  do  not  have  an  economic  interest  that  is  relatively  small  in 
comparison  to  the  cost  of  participation,  or  who  would  have  the  economic  resources 
to  participate  effectively  even  without  such  an  award. 

2.  Citizen  Suits. 

All  too  often,  the  vigorous  enforcement  of  important  health,  safety,  consumer, 
and  environmental  regulations  is  not  even  attempted  when  a particular  administra- 
tion is  ideologically  opposed  to  such  measures.  In  exercising  their  discretion 
as  government  "prosecutors"  and  "enforcers"  the  federal  agencies  sometimes  over- 
look many  violations  which  the  regulated  interests  would  find  expensive  or  bother- 
some to  correct.  But  even  under  the  most  sympathetic  and  conscientious  of 
administrations,  government  agencies,  cannot  possibly  be  expected  to  monitor  the 
potential  violations  of  the  mass  of  federal  regulations.  For  example,  in  areas 
of  massive  unlawful  racial  discrimination  such  as  in  schooling,  employment  and 
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housing  the  government  will  never  have  the  manpower,  the  techniques  or  the  aware- 
ness necessary  to  enforce  the  law  for  all,  no  matter  how  hard  it  tries.  Despite 
good  intentions  and  dedication,  the  job  is  just  too  much  to  handle.  Citizen 
watchdogs  are  needed  to  blow  the  whistle  on  violators,  and  to  ensure  that -the  will 
of  Congress  is  enforced.  Critics  may  claim  that  the  costs  of  the  measure  will  out- 
weigh its  benefits.  Skeptics  insist  that  frivolous  suits  will  result.  A citizen 
suits  provision  could  be  drafted  to  prevent  this  consequence  from  arising.  There 
would  be  no  provision  for  the  award  of  damages  to  a successful  plaintiff.  Therefore, 
there  would  be  no  incentive  to  bring  a suit  for  an  economic  windfall. 

3.  Standing. 

Any  person  should  be  able  to  challenge  the  actions  of  the  Office  of  Clinical 
Laboratories  if  it  fails  to  comply  with  the  laws  of  the  United  States.  This 
could  be  accomplished  by  changing  "person  aggrieved"  bn  page  21,  line  18,  to 
"person."  It  is  hoped  that  this  provision  will  increase  the  accountability  of 
regulatory  and  administrative  agencies,  increase  public  confidence  in  the  fairness 
of  agency  operations,  and  will  allow  interested  persons  to  protect  their 
interests  from  the  effects  of  unlawful  agency  activities.  Every  citizen  has  the 
right  to  an  honest,  lawful  government  and  every  citizen  is  injured' when  unlawful 
government  actions  are  allowed  to  persist.  The  injury  is  neither  abstract  nor 
speculative. 

4.  Records  Available  to  the  Public. 

The-  ability  of  citizens  to  participate  in  government  proceedings  and  judicial 
action  relevant  to  this  Act  will  depend  in  large  part  on  their  ability  to  have 
access  to  the  relevant  data  filed  with  HEW  by  clinical  laboratories.  This  could 
be  accomplished  by  introduction  of  an  amendment  that  would  guarantee  that  access. 
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5.  Overutilization  and  Duplication  of  Testing. 

Evidence  has  been  presented  that  two  major  causes  of  high-priced  laboratory 
testing  are  overutilization  or  needless  duplication  in  the  acquisition  of  equip- 
ment. In  order  to  recoup  their  investment  in  expensive,  and  often  underused  equip- 
ment, laboratories  will  run  a large  and  often  unnecessary  series  of  laboratory 
tests.  Consumers  should  not  have  to  pay  for  such  inefficiencies. 

For  example,  a hospital  may  be  planning  to  purchase  a very  expensive  piece 
of  equipment,  when  unbeknowns  to  it,  that  same  equipment  is  owned  by  a nearby 
independent  laboratory  and  is  not  being  used  to  capacity.  Under  the  present 
health  planning  system,  Health  Systems  Agencies  (HSA’s)  do  not  have  jurisdiction 
over  independent  laboratories.  As  a result  they  cannot  conduct  comprehensive  health 
planning  of  any  given  area  and  advise  against  imprudent  investment  in  or  utilization 
of  laboratory  equipment. 

It  is  hoped  that  the  original  USA  legislation  will  eventually  be  amended  so 
as  to  delete  the  exemption  for  independent  laboratories.  In  the  meantime  we  urge 
that  laboratories  be  required  to  submit  to  the  Secretary  a statement  of  their 
policy  and  procedure  for  acquisition  of  major  capital  equipment,  a list  of  such 
equipment  purchased  in  the  past  year,  and  the  number  of  hours  the  equipment  is  used 
directly  related  to  the  processing  of  specimens. 

This  requirement  will  be  beneficial  from  many  perspectives.  First,  it  will 
indirectly  force  laboratories  to  take  a close  look  at  their  purchasing  policies 
and  ultimate  utilization.  As  a result,  hopefully,  they  will  be  motivated^  to 
exercise  prudence  in  such  purchases  and  utilization.  Secondly,  it  will  provide 
information  which  can  be  of  assistance  in-  preparation  of  the  report  to  be  submitted 
to  Congress  on  cost  and  pricing.  Third,  the  information  will  be  available  to  the 
public  as  a matter  of  record  and  could  be  scrutinized  by  individuals  or  groups 
which  may  desire  to  recommend  methods  of  increased  efficiency. 
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6.  Evaluation  of  Automated  Laboratory  Equipment. 

We  axe  at  a loss  to  understand  •why  the  BedllAmendment , which  was  adopted  last 
year  has  not  been  included  in  S.705.  That  would  enable  HEW  to  evaluate  and  validate 
the  accuracy,  reliability  and  performance  of  laboratory  testing  equipment-  of 
clinical  laboratories  and  make  the  results  available  to  the  public.  This  procedure 
would  provide  laboratories  with  much  needed  independent  information  about  the 
performance  standards  and  reliability  of  equipment  they  may  be  considering  for  purchase, 
It  would  undoubtedly  lead  to  fewer  purchases  of  (and  hopefully  production  of) 
faulty  or  inadequate  equipment  and  this  will  result  in  an  enhancement  of  health 
care  for  consumers  and  a decrease  in  the  cost  of  that  care. 

7.  Division  of  Applied  Research,  Development  and  Dissemination. 

Although  the  Clinical  Laboratories  Improvement  Act  of  1977  will  extend,  con- 
solidate and  coordinate  the  regulation  of  clinical  laboratories  in  the  nation, 
another  dimension  is  also  very  much  needed:  the  assurance  of  progress  of  the 

state-of-the-art  itself.  The  improvement  in  laboratory  methodology  and  utilization 
in  medical  practice  can  be  assured  by  establishing  an  Applied  Hesearch,  Development 
and  Dissemination  Division  within  the  Office  of  Clinical  Laboratories  which  the 
Act  establishes. 

The  Division  would  provide  a concerted  program  of  applied  research,  development 
and  diffusion  for  new  methodologies  and  practices.  Unless  research  and  development 
efforts  are  promoted  and  supported  for  solving  the  rather  mundane  and  pragmatic 
problems  impeding  the  development  of  more  accurate  and  more  specific  tests,  many 
opportunities  for  improving  the  nation’s  health  care  will  be  lost. 

Discussions  on  the  need  for  regulatory  reform  always  focus  on  the  stagnation  that 
too  often  develops  in  a regulatory  agency.  The  Division  of  Applied  Research  and 
Development  would  help  preclude  that  stagnation.  As  a logical  complement  to  the 
regulatory  function  of  the  office,  it  would  instill  a continued  fresh  approach  in 
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the  area  of  clinical  laboratory  testing  and  improvement. 

8.  Grant  Program. 

The  goal  of  achieving  improved  methodology  can  never  be  realized  unless  there 
is  adequate  funding  for  appropriate  research.  Because  the  14,000  clinical  labora- 
tories in  this  country  are  very  diverse  in  terms  of  size,  geography,  etc.,  it  mnlrps 
sense  to  centralize  the  major  research  programs  under  the  auspices  of  the  federal 
government  which,  can  in  turn  disseminate  the  favorable  results  of  that  research 
for  the  benefit  of  all. 

For  these  reasons  we  support  inclusion  of  an  amendment  to  authorize  the 
Secretary  to  make  grants  to  qualified  laboratory  scientists  and  practitioners 
for  solicited  and  unsolicited  proposals  for  applied  research,  development  and 
dissemination  studies  and  projects  for  improving  laboratory  methodology  and 
utilization. 

9.  State  Advisory  Councils. 

Under  the  Clinical  Laboratories  improvement  Act  of  1977  States  assuming 
primary  enforcement  responsibility  may  adopt  standards  which  differ  from  the  national 
standards  provided  that  these  State  standards  are  no  less  stringent  than  the 
national  standards. 

The  Act  intends  that  States  assume 

a greater  share  of  responsibility  for  assuring  the  accuracy  and  reliability  of 
testing  in  the  clinical  laboratories  within  their  Jurisdictions.  The  public,  there- 
fore, must  have  a recognized  role  in  advising,  consulting  with,  and  making  recommenda- 
tions to  the  State  agency  with  respect  to  the  implementation  and  administration  of 
the  primary  enforcement  responsibility,  as  well  as  with  respect  to  the  coordination 
of  the  State  clinical  laboratory  regulatory  program  with  the  Federal  program  and 
the  programs  of  neighboring  states. 
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If  the  public  viewpoint  is  to  be  adequately  heard,  it  is  essential  that  there 
be  a significant  number  of  public  representatives  on  both  the  State  advisory 
councils  and  the  advisory  council  to  the  Secretary.  Typically,  public  members 
on  advisory  councils  are  badly  outnumbered.  Consequently,  they  are  more  easily 
intimidated  and  carry  little  or  no  voting  clout. 

10.  Expansion  of  Membership  on  the  Secretary's  Advisory  Council. 

In  other  sections  of  this  Bill,  significant  differences  between  rural  hospital 
laboratories,  physicians'  office  laboratories  and  other  types  of  laboratories  are 
recognized  and  special  provisions  made.  It  is  important,  therefore,  that  these 
differences  be  assured  a voice  on  the  advisory  council.  Accordingly,  we  recanmend 
that  representatives  of  independent,  hospital,  rural,  and  physicians'  office 
laboratories  be  included  on  the  Secretary's  Advisory  Council. 

11.  Rural  Study. 

Section  3 of  S.705  recognizes  the  existence  of  special  problems  with  laboratory 
personnel  qualifications  in  rural  areas.  Therefore,  we  recommend  that  the 
Secretary's  Study  Respecting  Requirements  for  Laboratories  and  Laboratory  Personnel 
in  Section  6 should  also  examine  the  particular  difficulties  experienced  by  hospital 
clinical  laboratories  located  in  rural  areas,  in  their  hiring  or  training  individuals 
to  meet  the  standard  qualifications,  and  identify  how  these  problems  may  affect 
national  standards. 

Consumer  Federation  of  America  appreciates  this  opportunity  to  comment  on 
S.705.  This  legislation  is  extremely  important  to  American  consumers,  and  will 
fill  a large  gap  in  federal  regulation  of  medical  services.  We,  therefore,  urge 
your  prompt  and  favorable  consideration  of  this  Bill. 


-CFA- 
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HOLDING  HEARINGS  ON  S.  590,  THE  PROPOSED 
"CLINICAL  LABORATORY  IMPROVEMENT  ACT  OF  1979" 

STATEMENT  OF  THE  AMERICAN  MEDICAL  TECHNOLOGISTS 

This  testimony  is  submitted  on  behalf  of  American  Medical 
Technologists  (AMT),  a national  registry  and  society  of  more  than  12,000 
qualified  medical  laboratory  technologists  and  technicians  headquartered  at 
710  Higgins  Road,  Park  Ridge,  Illinois. 

The  members  of  AMT  are  from  varied  backgrounds  - colleges.  Armed 
Forces  schools,  vocational  schools  - and  they  work  in  the  laboratories  of 
hospitals  and  clinics , federal  and  state  installations , and  in  independent 
laboratories. 

AMT  was  founded  in  1939  and  is  the  oldest  and  largest  independent 
(that  is,  not  owned  by  physicians)  registry  of  laboratory  technicians  and 
technologists  in  the  United  States.  It  is  an  organization  that  has  long  been 
interested  in  adequate  laboratory  personnel  standards  and  in  standards 


"Pride  of  the  Profession" 

Incorporated  in  1939 


45-450  0-79-45 
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for  schools  teaching  such  personnel  and  is  itself  a standards -setting 
organization  for  people  staffing  medical  laboratories . 

AMT  is  a registry,  admission  (membership)  into  which  is  gained  only 
after  the  applicant  proves  proper  training  and  experience  and  passes  an 
examination.  AMT  is  also  the  sponsor  of  the  Accrediting  Bureau  of  Health 
Education  Schools  (ABHES),  an  autonomous  agency,  which  has  been  certified 
by  the  U.S.  Office  of  Education  as  a nationally  recognized  accrediting  agency. 
The  Bureau  has  been  accrediting  schools  and  programs  of  education  for 
laboratory  technicians  since  1964  and  for  medical  assistants  since  1971. 

The  Bureau  is  the  oldest  technician- education  accrediting  agency  and  the  first 
recognized  by  the  Commissioner  of  Education  in  the  field  of  laboratory  tech- 
nician education. 

Over  the  years  representatives  of  AMT  and  the  Accrediting  Bureau  have 
worked  with  state  and  federal  agencies,  including  the  Department  of  Health, 
Education  and  Welfare  and  the  Social  Security  Administration  concerning 
standards  for  laboratory  personnel.  We  believe  that  this  exchange  of  views 
and  data  has  contributed  substantially  to  the  field  of  public  regulation  of 
laboratories  and  we  appreciate  this  current  opportunity  to  present  views 
on  CLIA  1979. 

While  AMT  certainly  supports  the  general  goals  of  S.590,  as  is  evident 
through  our  membership  in  the  National  Coalition  for  CLIA  which  testified  in 
support  of  the  measure  at  hearings  before  the  Subcommittee  on  March  16  , 1979, 
we  do  regret  the  fact  that  the  hearings  have  tended  to  focus  entirely  upon  the 
existence  of  fraud  and  abuse  and  error  rates  in  the  nation's  laboratories 
and  have  given  little  recognition  to  the  good  job  which  the  great  bulk  of  the 
thousands  of  laboratory  personnel  are  doing. 
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Following  are  the  views  of  AMT  on  specific  provisions  of  S.  590. 

We  are  glad  to  see  that  the  legislation  continues  the  requirement  that 
personnel  qualifications  prescribed  by  the  Secretary  shall  "not  be  limited 
solely  to  education  requirements."  Section  372(b)(4)  now  provides  in 
pertinent  part  that  national  standards  promulgated  by  the  Secretary  shall 

To  the  extent  necessary  to  insure  the 
accuracy  and  reliability  of  the  performance 
of  tests  and  services  by  such  laboratories, 
prescribe  qualifications  for  directors 
and  supervisory  personnel  of,  and  laboratory 
technical  personnel  employed  in,  such 
laboratories  which  qualifications  shall  (A) 
not  be  limited  solely  to  education  require- 
ments but  shall  include,  where  appropriate, 
training,  experience,  and  examination 
requirements.  . . 

It  is  our  view,  and  we  assume  that  of  the  Subcommittee,  that  this 
language  requires  that  the  Secretary  will  prescribe  qualifications  for  labor- 
atory technologists  and  technicians . It  is  imperative  that  this  be  made 
clear  in  the  report  language  of  the  bill  as  it  is  apparently  HEW's  intent 
not  to  set  standards  for  these  categories  of  laboratory  personnel.  This 
was  reflected  in  an  HEW  draft  notice  of  proposed  rulemaking  and  HEW 
is  persisting  in  this  view  despite  its  conflict  with  past  practice,  actual 
health  needs  and  substantial  objections  raised  by  informed  and  interested 
groups.  Our  objection  to  this  HEW  approach  was  expressed  jointly  with 
ASMT  and  ISCLT  in  a letter  from  the  Coordinating  Council  of  Clinical 
Laboratory  Technologists  (CCCLT)  to  HEW  Secretary  Califano  dated 
February  9,  1979,  a copy  of  which  is  attached  for  the  Subcommittee's 


reference.  Nevertheless  apparently  HEW  continues  in  its  view  that  regulation 
of  technologists  and  technicians  is  not  required  and  bases  this  in  part  on 
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its  belief  that  the  language  of  the  bill  providing  that  the  Secretary  prescribe 
personnel  qualifications  "to  the  extent  necessary"  gives  HEW  the  flexibility 
to  set  no  standards  whatsoever  for  technicians  and  technologists.  We  are 
hopeful  that  the  language  of  the  Committee's  report  will  disabuse  HEW  of 
this  view. 

With  further  regard  to  the  language  of  Section  372(b)(4)  we  wish  the 
Committee  to  make  clear  that  the  language  of  this  Section  does  not  repre- 
sent a weakening  of  the  relevant  language  of  the  earlier  S.  705  (Section 
353(b)(2)(A)(iv))  providing  that  the  Secretary  should  set  national  standards: 

To  the  extent  necessary  to  insure  the  accuracy 
and  reliability  of  performance  of  tests  by  such 
laboratories,  prescribe  qualifications  for 
directors  and  supervisory  personnel  of  such 
laboratories,  laboratory  technical  personnel, 
and  any  other  laboratory  personnel , which 
qualifications  shall  (I)  not  be  limited  to  education 
requirements  but  shall  include  as  alternative 
requirements  appropriate  training,  experience, 
and  examination  requirements.  . . 

We  have  been  assured  by  the  Subcommittee  staff  that  the  language  of  S.  590 
providing  instead  that  training,  experience,  and  examination  requirements  be 
prescribed  "where  appropriate"  and  the  elimination  of  the  language  of  S.  705 
stating  that  qualification  standards  not  be  limited  to  education  requirements 
but  shall  include  "as  alternative  requirements"  appropriate  training, 
experience  and  examination  requirements  is  not  intended  to  represent  a 
dilution  in  the  Committee's  view  that  appropriate  training,  experience  and 
examination  standards  should  be  developed  as  an  adequate  substitute  for  a 
strict  education  requirement  in  conformance  with  the  language  of  S.  Rep. 

No.  95-360,  95th  Cong.  1st  Sess.  p.  17-18  stating: 
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While  credentials  and  education  generally  correlate 
with  performance,  such  an  association  is  not 
absolute.  There  are  numerous  instances  where 
persons  with  credentials  cannot  perform  and  where 
persons  without  credentials  but  with  experience 
perform  superbly.  It  was  the  committee's  intent 
that  personnel  standards  continue  in  use  but  the 
legislation  specifically  provides  that  training 
and  experience  may  be  substituted  for  education 
in  setting  standards  for  the  laboratory  personnel. 

This  provision  recognizes  the  fact  that  we  face  a 
critical  shortage  of  all  kinds  of  health  manpower. 

We  trust  that  the  above  language  of  the  Committee's  report  on  S.  590  re- 
flects the  Committee's  current  views.  AMT  has  long  been  an  advocate  of  the 
need  for  recognition  of  suitable  experience  and  demonstrated  competence  by 
laboratory  personnel  rather  than  the  foreclosure  of  such  personnel  from  place- 
ment and  upward  progression  purely  because  they  may  lack  a baccalaureate 
degree . 

On  balance  we  think  clarity  would  be  served  and  doubt  removed  by  using 
the  S.  705  language.  In  addition  we  think  the  alternatives  provided  by  this 
language  would  give  the  Secretary  even  greater  flexibility  if  changed  to  read 
"appropriate  training,  experience  or  examination  requirements". 

Related  to  the  issue  of  personnel  standards  is  the  continuing  problem 
of  discrimination  faced  by  the  membership  of  AMT  in  hiring  and  job  benefits 
practiced  by  federal , state  and  private  hospitals , and  independent  labs 
which  require  a baccalaureate  degree  or  which  favor  personnel  certified  by 
the  American  Society  of  Clinical  Pathologists  (ASCP) . It  is  a problem  not 
only  for  those  lab  personnel  registered  with  AMT  but  also  for  laboratory 
personnel  certified  by  other  registries  or  not  certified  at  all. 
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We  brought  this  problem  to  the  Subcommittee'  s attention  in  our  testi- 
mony on  S.  705  and  also  in  our  testimony  on  H.R.  6 221  and  the  respective 
Senate  and  House  reports  did  express  disfavor  with  these  discriminatory 
practices.  However  those  bills  did  not  become  law.  Meanwhile  the  dis- 
crimination continues  and  has  in  effect  been  endorsed  by  ASCP . This  is 
made  clear  by  our  letters  (copies  attached)  of  February  16  , 1979  and  March  7, 
1979  to  Senator  Jacob  K.  Javits  and  the  staff  of  the  Subcommittee  describing 
in  detail  the  discrimination  problem.  While  it  appeared  to  us  that  the  dis- 
crimination problem  could  readily  be  eliminated  by  a specific  provision  in 
the  bill,  perhaps  the  Committee  may  consider  this  result  would  be  achieved 
through  condemning  the  practice  in  the  Committee  report  by  language 
directing  the  Secretary  to  assure  that  in  prescribing  personnel  regulations 
pursuant  to  the  Act  no  individual  otherwise  qualified  for  a particular  laboratory 
rating  shall  be  denied  that  rating  solely  because  of  his  failure  to  meet  pro- 
fessional membership  requirements.  The  important  thing  is  that  the  practice 
be  eliminated  and  a clear  statement  by  the  Committee  would  be  very  helpful 
in  that  regard. 

There  is  simply  no  evidence  that  laboratory  technologists  and  technicians 
who  possess  a college  degree  or  ASCP  certification  perform  their  tasks 
more  competently  than  others . However  there  are  studies  which  demonstrate 
that  non-degreed  technical  personnel  perform  an  overwhelming  percentage  of 
the  same  tasks  performed  by  technologists  certified  ASCP , some  possessing 
baccalaureate  degrees  some  not,  since  ASCP  has  required  a college  degree 
for  its  certified  technologists  only  since  1974.  Entities  requiring  ASCP 
certification  as  a condition  for  employment  for  new  personnel  are  in  effect 
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requiring  a college  degree  for  technologist  status  which  is  contrary  to 
the  letter  and  spirit  of  S.  590.  A further  important  adverse  effect  of  such 
a degree  requirement  is  to  increase  average  laboratory  personnel  costs 
contrary  to  Administration  and  Congressional  cost  control  goals . 

We  point  out  that  the  inclusion  of  an  anti-discrimination  provision  in 

CLIA  or  a direction  to  the  Secretary  that  personnel  regulations  promulgated 

by  him  reflect  this  anti-discriminatory  policy  would  not  represent  the  first 

time  Congress  and  the  Secretary  have  recognized  the  need  for  such 

measures.  The  1972  amendments  to  the  Social  Security  Act  included  a 

provision,  42  USC  § 1320(a)-2(a) , directing  the  Secretary  of  HEW  to  develop 

a program  designed  to  determine  the  proficiency  of  individuals  including 

laboratory  technologists  and  cytotechnologists  to  perform  the  functions  of 

their  particular  fields  where  those  individuals  did  not  meet  formal  educational, 

professional  membership,  or  other  established  criteria.  In  developing  such 

a program  HEW  was  directed  to  employ  procedures  for  the  formal  testing 

of  the  proficiency  of  individuals  under  the  following  specific  requirements: 

In  the  conduct  of  such  program,  no  individual  who 
otherwise  meets  the  proficiency  requirements  for  any 
health  care  specialty  shall  be  denied  a satisfactory 
proficiency  rating  solely  because  of  his  failure  to 
' meet  formal  educational  or  professional  membership 
requirements . 

All  of  this  is  said  to  ask  and  urge  the  Subcommittee's  help  in  eliminating 
this  indefensible  discrimination  against  competent  laboratory  personnel  not 
certified  by  ASCP.  We  think  this  effort  would  be  consistent  with  the  purposes 
of  the  legislation  requiring  the  Secretary  of  HEW  to  prescribe  personnel 
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qualifications  which  shall  not  be  limited  to  educational  requirements  but 
which  shall  include  as  alternative  requirements,  appropriate  training,  ex- 
perience or  examination  requirements . The  goal  of  the  bill  that  national 
standards  "assure  consistent  performance  by  clinical  laboratories  of 
accurate  and  reliable  laboratory  tests"  is  not  enhanced  by  denying  employ- 
ment to  laboratory  technicians  and  technologists  who  are  qualified  and 
proficient  but  who  happen  not  to  be  certified  by  the  American  Society  of 
Clinical  Pathologists. 

Another  matter  related  to  national  standards  for  laboratory  personnel 
concerns  grandfathering  of  existing  personnel.  We  urge  that  in  developing 
national  personnel  standards  the  Secretary  will  include  an  appropriate 
grandfather  clause  which  will  recognize  the  fundamental  fairness 
of  protecting  the  rights  of  practitioners  growing  out  of  the  pre- regulation 
practice  of  their  laboratory  occupations.  In  this  connection  the  existing 
grandfather  provisions  as  to  technologists  are  badly  out  of  date , providing 
that  an  applicant  must  be  qualified  as  a laboratory  technologist  before 
July  1,  1961  and  must  have:  (A)  been  performing  the  duties  of  a clinical 
laboratory  technologist  at  any  time  between  July  1,  1961,  and  January  1, 

1968;  and  (B)  has  at  least  ten  years  of  pertinent  clinical  laboratory 
experience  or  education  prior  to  January  1,  1968.  (20  CFR  § 405.1315(b)(5)). 
These  provisions  should  be  updated  to  provide  that  an  applicant  will  be 
covered  by  the  grandfather  clause  if  he  is  qualified  as  a laboratory  technologist 
before  the  date  of  the  enactment  of  this  Act , has  been  performing  the  duties 
of  a clinical  laboratory  technologist  at  any  time  between  the  date  of  enactment 
of  the  Act  and  three  years  previous  and  had  at  least  five  years  of  pertinent 
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clinical  laboratory  experience  or  education  prior  to  the  date  of  enactment 
of  this  Act. 

in  addition  we  know  that  some  of  the  grandfather  provisions  promul- 
gated previously  by  DHEW  did  not  operate  to  grandfather  qualified  personnel. 
For  instance  individuals  who  were  acting  as  technologist  laboratory  supervisors 
at  the  time  of  promulgation  of  the  grandfather  regulations  and  who  subsequently 
qualified  as  technologists  pursuant  to  the  HEW  proficiency  examination, 
were  nevertheless  required  by  HEW  regulations  to  satisfy  an  additional 
period  of  at  least  6 years  as  technologists  before  they  would  be  qualified  as 
supervisors  (20  CFR  § 405.1313(b)(3)).  In  effect  this  means  that  there  has  been 
no  grandfather  clause  at  all  with  regard  to  supervisory  technologists.  This 
should  not  be  repeated  in  connection  with  the  regulations  promulgated 
pursuant  to  CLIA  1979. 

Some  qualifications  on  grandfather  provisions  are  certainly  appropriate 
but  the  conditions  adopted  must  not  be  so  restrictive  as  to  eliminate  persons 
from  continuing  in  the  practice  of  their  professions . The  current  shortage 
of  laboratory  personnel  should  also  be  kept  in  mind  as  well  as  the  consequent 
upward  pressure  on  lab  costs  which  could  be  precipitated  by  a reduced 
personnel  pool.  In  addition  the  skills  of  existing  practitioners  will  be 
maintained  pursuant  to  other  provisions  in  the  bill  directed  at  assuring 
the  continued  competence  of  lab  personnel. 

With  further  regard  to  the  national  standards  prescribing  qualifications 
for  laboratory  personnel , we  support  and  our  pleased  to  see  the  two  year 
grace  period  for  rural  labs  provided  in  Section  372(f)(2).  As  that  provision  re- 
cognizes , rural  labs  have  an  especially  difficult  time  in  hiring  individuals 


708 


with  credentials  that  match  those  available  to  the  urban  laboratory  job 
market.  We  agree  that  laboratory  personnel  competence  and  efficiency 
is  no  less  needed  in  rural  laboratories  but  that  flexibility  is  required  in 
meeting  those  goals . 

Amendments  to  the  bill  by  Senator  Javits  and  approved  by  the  Sub- 
committee authorizing  the  Secretary  to  exempt  laboratory  tests  performed 
in  physicians'  offices  in  connection  with  the  treatment  of  their  patients 
and  exempting  state  and  local  government  owned  and  operated  labs , pending 
the  results  of  studies  on  the  quality  of  services  provided  by  such  laboratories 
and  an  evaluation  of  the  effect  on  quality  of  various  quality  assurance  programs 
in  such  laboratories,  appear  to  us  to  represent  a reasonable  approach.  It 
should  be  recalled  that  AMT  suggested  in  its  testimony  on  S.705  utilization 
of  a similar  approach  in  connection  with  personnel  standards  for  other  labs 
covered  by  the  bill  in  view  of  the  study  of  such  standards  mandated  by  what 
is  now  Section  379  of  the  bill.  The  primary  reason  for  the  difference  in  the 
proposed  regulatory  treatment  appears  to  be  based  in  administrative  difficulties 
pleaded  by  HEW.  However,  until  sufficient  statistics  and  data  are  available 
from  both  studies  referred  to  there  appears  to  be  no  immediate  need  for  the 
different  regulatory  treatment.  Further  we  fear  continuing  discriminatory 
treatment  as  discussed  above  by  such  laboratories  against  our  membership 
if  these  categories  of  laboratories  are  exempted  from  national  standards 
promulgated  by  the  Secretary. 

Finally  we  regret  the  elimination  in  S.  590  of  a provision  for  creation 
of  an  Advisory  Council  to  "advise,  consult  with,  and  make  recommendations 
to,  the  Secretary"  with  repsect  to  national  standards  and  their  implementation. 
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It  should  be  noted  that  Section  372(d)  provides  that  the  Secretary,  "in  con- 
sultation with  appropriate  professional  organizations,"  shall  develop  job-related 
proficiency  and  practical  examinations,  mechanisms  designed  to  assure  the 
continued  competence  of  such  personnel,  and  standards  for  the  proficiency 
testing  of  laboratories.  Secretarial  consultation  in  this  regard  would  seem  to 
us  to  be  greatly  facilitated  by  the  existence  and  ready  availability  of  an  Advisory 
Council. 

We  thank  the  Subcommittee  for  this  opportunity  to  comment  and  invite 
questions  on  its  content  at  anytime. 


Respectfully  submitted. 


4880  - 66th  Avenue 
Hyattsville,  Maryland  20784 
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COORDIXATING  COUNCIL  FOR  CLINICAL  LABORATORY  TECHNOLOGY 
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Tne  Honorable  Joseph  Califano,  Jr. 

February  9,  1979  page  2 


In  the  view  of  CCCLT  member  organizations  the  current  coarse  of 
actions  runs  counter  to  the  real  spirit  of  your  "Operation  Common 
Sense”  initiative.  Our  organizations  have  been  fully  supportive 
of  the  goals  of  this  initiative  to  make  HEW  regulations  clear 
and  less  burdensome,  and  to  eliminate  those  that  are  ineffective 
or  outdated.  Although  some  may  interpret  this  to  mean  eliminating 
as  many  regulations  as  possible,  we  are  confident  that  the  Council 
and  the  Department  agree,  that  the  critical  challenge  here  is  to 
assess  and  judge  rules  in  the  light  of  their  bearing  on  vital 
public  interests. 

The  development  of  uniform  laboratory  personnel  standards  clearly 
stands  as  a vital  public  interest.  Since  1974  the  Congress  has 
shown  continuing  concern  about  the  clinical  laboratory  field.  In 
legislation  which  has  passed  the  Senate  twice  it  has  signalled  its 
clear  intent  that  the  Department  develop  appropriate  personnel 
standards.  Further,  the  experience  gained  over  the  last  decade 
in  HEW's  interstate  and  Medicare  laboratory  programs  underscores 
the  need  for  such  standards  development.  It  is  therefore  of  great 
concern  to  us  that  the  Department  may  be  preparing  to  reverse 
direction  and  recommend  action  that  will  not  adequately  protect 
or  promote  the  public  interest  in  the  clinical  laboratory  field. 

Under  these  circumstances,  the  Council  is  requesting  a meeting 
with  you  and  your  designated  staff.  This  meeting  would  enable 
us  to  discuss  our  serious  reservations  about  the  current  course 
of  proposed  standards  development  prior  to  your  final  decision 
on  this  important  issue. 


President  ISCLT 
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American  Medical 
Technologists 


February  16,  1979 


Senator  Jacob  K.  Javits 
Senate  Committee  on  Human  Resources 
Dirksen  Senate  Office  Building 
Room  4233 

Washington,  D.C.  20510 

Attention:  Mr.  John  Rother  Re:  CLIA  1979,  Discussion 

Senate  Courts  Building  Draft  No.  1,(  1/25/79) 

Room  401 

Dear  Senator  Javits: 

This  letter  is  written  on  behalf  of  the  American  Medical  Technologists  (AMT) 
and  pursuant  to  our  recent  discussions  with  Mr.  John  Rother  concerning  CI-JA 
1979,  Discussion  Draft  No . 1. 

As  you  may  recall  from  our  previous  testimony  on  S.  705,  AMT  was 
founded  in  1939  and  is  the  oldest,  and  with  a membership  of  more  than  12,000, 
the  largest  independent  (that  is  not  owned  by  physicians)  registry  of  laboratory 
technicians  and  technologists  in  the  U-S.  It  has  long  been  interested  in 
adequate  laboratory  personnel  standards  and  is  itself  a standards  setting  organ- 
ization both  for  personnel  and  for  schools  teaching  laboratory  personnel . 

AMT  is  a registry,  admission  into  (membership  in)  which  is  gained  only  after 
the  applicant  proves  proper  training  and  experience  and  passes  an  examination. 
AMT  is  the  sponsor  of  the  Accrediting  Bureau  of  Medical  Laboratory  Schools 
(ABMLS),  an  autonomous  agency,  which  has  been  certified  by  the  U.S.  Office 
of  Education  as  a nationally  recognized  accrediting  agency.  The  Bureau  is 
the  oldest  technician-education  accrediting  agency  and  the  first  recognized  by 
the  Commissioner  of  Education  in  the  field  of  laboratory  technicans  education. 

Officers  and  staff  of  both  AMT  and  of  the  Accrediting  Bureau  have  consulted 
over  the  years  with  state  and  federal  agencies,  including  the  Department  of  Health, 
Education  and  Welfare,  and  the  Social  Security  Administration  concerning  the 
required  standards  for  laboratory  personnel.  We  feel  that  we  have  contributed 
substantially  to  the  field  of  public  regulation  of  laboratories  and  we  have  ourselves 
benefited  as  a consequence  of  these  exchanges  of  views  and  data  with  public 
officials . 
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Senator  Jacob  K.  Javits 
February  16,  1979 
Page  two 

Our  continuing  concern  with  laboratory  personnel  standards  as  they  affect 
the  general  public  interest  and  welfare  and  with  the  effects  of  such  legislation 
on  the  consonant  and  specific  interests  of  our  membership  prompts  the  following 
comment  on  our  part  with  regard  to  Discussion  Draft  No . 1 . 

As  we  stated  in  our  testimony  with  regard  to  a similar  provision  in  S.  705, 
we  are  pleased  to  see  Section  372(b)  which  provides,  inter  alia,  that  the 
Secretary  of  HEW  shall  ", . .prescribe  qualifications  for  supervisory 
personnel. ...  laboratory  technical  personnel,  and  any  other  laboratory 
personnel  which  qualifications  shall  (A)  not  be  limited  to  education  requirements 
but  shall  include  as  alternative  requirements  appropriate  training,  experience, 
and  examination  requirements,  (B)  include  requirements  designed  to  insure  the 
continued  competence  of  laboratory  personnel. . ." 

AMT  has  long  supported  the  need  for  recognition  of  suitable  experience  and 
demonstrated  competence  by  laboratory  personnel  rather  than  foreclosing  such 
people  from  placement  and  upward  progression  on  the  basis  that  they  lack  a 
baccalaureate  degree.  It  is  AMT's  policy  of  upward  progression  to  require 
additional  practical  experience  and  examinations  to  qualify  for  advancement.  In 
this  regard  we  have  alv/ays  supported  alternative  avenues  to  qualification  such 
as  the  DHEW  proficiency  examination,  the  administration  of  which  has  recently 
been  extended  by  the  Secretary. 

However,  we  respectfully  urge  that  § 372(b)  discussed  above  concerning 
the  Secretary's  standard  setting  for  laboratory  personnel  be  amended 
prior  to  introduction  to  remedy  long-standing  and  continuing  discrimination  by 
federal,  state  and  private  hospitals  and  independent  labs  against  the  membership 
of  not  only  AMT  but  other  qualified  laboratory  technologists  not  registered 
by  the  American  Society  of  Clinical  Pathologists  (ASCP),  a physician-owned 
registry. 

To  this  end  we  suggest  the  following  amendment  to  § 372(b)(4)  to  add  a new 
subsection  "(B)"  and  to  redesignate  existing  subsections  "(B)"  and  "(C)" 
respectively  as  "(C)"  and  "(D)"  and  also  to  add  the  words  "except  as  provided 
in  subsection  B below"  after  the  words  "section  370(1)(A)"  in  lines  9-10  on 
page  8 of  the  Discussion  Draft.  This  new  subsection  (B)  would  provide  that 
the  Secretary  shall  prescribe  qualifications  which  shall: 

(B)  prohibit  discrimination  in  the  hiring 
compensation  or  the  terms,  conditions,  or 
privileges'  of  employment  by  any  entity 
defined  in  § § 370(1)(A),  370(1)(B)  and  374 
including  laboratories  described  in 
subsections  374(a)(1)  and  (2)  against  any 
employee  or  job  applicant,  who  otherwise  meets 
the  proficiency  requirements  for  any  health 
care  specialty,  solely  because  of  his  inability 
to  meet  formal  educational  or  professional 
membership  requirements . 
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Senator  Jacob  K.  Javits 
February  16,  1979 
Page  three 

We  believe  that  this  amendatory  language,  when  necessarily  considered 
together  with  the  bill's  recognition  that  all  labs  are  engaged  in  interstate 
commerce,  § 2(3)  and  § 2(6),  and  the  bill's  enforcement  provisions , 

§§  371(c)(2)(A),  372(b)(5),  375(c),  375(f)(1),  v/ould  require  an  end  to  these 
discriminatory  practices  which  result  in  unemployment  to  non-ASCP  certificants 
or  in  lesser  salaries  and  benefits  for  the  same  work. 

We  point  out  that  Congress  previously  recognized  the  need  for 
non-discrimination  in  qualification  standards  for  laboratory  personnel 
when  it  passed  42  U.S.C.  § 1320(a)-2(a)  as  one  of  the  1972  amendments  to 
the  Social  Security  Act.  The  section  provided  that  the  Secretary  of  HSW 
would  develop  a program,  designed  to  determine  the  proficiency  of  individuals 
including  laboratory  technologists , and  cytotechnologists  to  perform  the 
duties  and  functions  of  their  particular  fields  where  such  individuals  did 
not  meet  formal  educational,  professional  membership,  or  other  established 
criteria.  The  statute  provided  that  the  HEW  program  would  include  (but 
not  be  limited  to)  the  employment  of  procedures  for  the  formal  testing  of  the 
proficiency  of  individuals  and  most  importantly  states: 

In  the  conduct  of  such  program,  no  individual 
who  otherwise  meets  the  proficiency  require- 
ments for  any  health  care  specialty  shall  be 
denied  a satisfactory  proficiency  rating  solely 
because  of  his  failure  to  meet  formal  educa- 
tional or  professional  membership  requirements  . 

Our  earlier  testimony  on  S.  705  discussed  this  problem  of  discrimination  by 
laboratories  in  their  hiring,  promotion  and  salary  practices  and  urged  that  no 
regulations  be  they  federal,  state  or  local  be  permitted  to  discriminate  by 
requiring  that  laboratory  personnel  be  of  a particular  registry  to  the  exclusion 
of  persons  of  a different  registry,  or  no  registry  at  all,  but  nevertheless  having 
the  requisite  training  and  experience  to  perform  the  job  competently. 

Although  S.  705  contains  no  language  to  such  an  end,  the  language  of 
S.  Rep.  No.  95-360  accompanying  S.  705  recognized  the  problem  in  its  discussion 
of  an  alternative  avenue  to  qualification,  the  DHEW  proficiency  examination,  and 
expressed  the  committee's  concern  that: 

Heretofore,  the  committee  is  concerned  that 
these  other  governmental  agencies  and  private 
hospitals  have  only  recognized  persons  certified 
by  the  major  credentialing  body  of  the  ASCP 
and  have  not  recognized  other  credentialing 
agencies  or  proficiency  examinations  as 
equivalent  to  e.g. , the  MT-ASCP. 

S.  Rep.  No.  95-360,  95’tli  Cong.,  1st  Sess.  26  (1977). 

Similarly  the  House  bill,  H.R.  10909,  did  not  contain  specific  language 
aimed  at  remedying  the  discrimination  problem  but  the  House  Report,  H-  Rep. 
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No.  95-1004,  Part  I,  95th  Cong.,  2d  Sess.  16  (1978),  accompanying  the 
legislation  recognized  the  problem  in  terms  of  limiting  qualification  as 
technologists  to  "only  persons  with  rigid  academic  credentials."  .Since 
1974  ASCP  has  required  all  technologists  certified  by  it  to  posses’s  a B.S. 
degree  and  this  requirement  is  in  turn  imposed  by  federal,  state  and  private 
hospitals  and  independent  labs  when  they  refuse  to  hire  anyone  without  an 
ASCP  certification.  AMT  certified  technologists  have  even  been  refused 
employment  when  they  possess  a baccalaureate  degree  but  no  ASCP  certi- 
fication. 

We  are  appreciative  of  the  Congressional  recognition  reflected  in  the  House 
and  Senate  Reports  but  believe  that  specific  language  is  required  in  the 
bill  to  eliminate  this  continuing  injustice  to  qualified  technologists  not  registered  with 
ASCP.  It  is  clear  that  discriminatory  practices  are  continuing  in  federal 
agencies,  state  and  private  hospitals  and  independent  labs.  For  instance, 
as  the  Senate  Report  discussed  above  makes  clear,  the  Civil  Service  Commission, 
DOD  and  VA  labs  will  often  not  even  recognize  the  DHEW  proficiency  exam. 

In  addition  these  agencies  often  continue  to  discriminate  in  favor  of  ASCP 
registered  personnel  to  the  detriment  of  all  others  not  possessing  that 
affiliation. 

This  is  also  the  practice  of  several  states  having  licensure  laws  which  do  not 
recognize  the  DHEW  proficiency  examination  or  non-ASCP  certifications 
as  valid  alternative  avenues  for  qualification  as  a technologist. 

The  discriminatory  practice  is  indeed  widespread,  and  it  continues  with 
full  awareness  of  its  existence  and  effects.  For  instance  an  article  appeared 
in  the  July  1978  issue  of  the  "ASCP  Newsletter"  in  which  ASCP's  legal  counsel 
expressed  the  following: 

It  is  our  opinion  that  there  are  no  provisions 
of  federal  law  which  prohibit  a pathologist 
or  other  prospective  employer  in  an 
employment  advertisement  from  specifying 
the  credentials  of  medical  laboratory 
personnel  based  solely  upon  ASCP  certi- 
fication, without  including  the  qualifier 
of  equivalent  credentials.  We  have  not 
examined  the  laws  of  the  various  states, 
but  we  are  aware  of  none  v/hich  would 
differ  significantly  from  federal  law 
in  this  respect. 

The  deleterious  effects  upon  non-ASCP  registrants  resulting  from  such  a view 
should  be  obvious.  Although  we  cannot  agree  with  the  legal  conclusion  expressed, 
the  outcome  of  a current  legal  challenge  to  such  discriminatory  practices 
is  uncertain  at  best.  AMT  spends  considerable  time  and  resources  on  an 
ad  hoc  basis  attempting  to  remedy  these  practices  in  response  to  numerous 
pleas  for  help  from  our  membership;  we  are  sometimes  successful,  sometimes 
not. 


45-450  0-79-46 
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However  specific  language  in  CLIA  1979  could  bring  these  practices  to 
an  end.  Such  language  is  needed  and  is  consistent  with  the  goals  and 
language  of  the  current  Discussion  Draft  providing  that  personnel  qualifications 
set  by  the  Secretary  shall  "(A)  not  be  limited  to  education  requirements 
but  shall  include  as  alternative  requirements,  appropriate  training,  experience, 
and  examination  requirements."  It  does  not  serve  to  "insure  the  accuracy 
and  reliability  of  performance  of  tests"  by  clinical  laboratories  to  deny 
employment  to  those  technologist's  which  have  shown  themselves  to  be  otherwise 
qualified  "but  for"  the  initials  ASCP.  Furthermore  Section  372(b)(4)(B)  assures 
competent  personnel  performance  by  requiring  that  the  Secretary  "include 
requirements  designed  to  insure  the  continued  competence  of  laboratory 
personnel."  There  is  thus  no.  legitimate  reason  for  any  lab  to  require 
its  technologists  or  technicians  to  be  affiliated  with  a particular  registry. 

In  addition  it  should  be  stated  that  there  is  no  evidence  that  those  technologists 
possessing  a B.S.  degree  or  more  specifically  those  technologists  certified 
by  ASCP  (many  not  possessing  a B.S.  degree)  perform  more  competently 
than  others. 

There  are  tests  and  surveys  however  that  indicate  that  in  most  labs  95% 
of  the  tasks  performed  by  technologists  are  performed  by  technicians ,*J  In 
fact  one  of  these  studies  ^#f  indicates  that  those  laboratory  employees 
certified  CLA-ASCP  perform  95%  of  the  tasks  performed  by  those  employees 
certified  MT-ASCP.  The  requirements  for  certification  as  a CLA-ASCP 
are  approximately  100  hours  of  classroom  education  and  48  weeks  of  training; 
for  an  MLT-ASCP,  an  A.  A.  degree  plus  six  months  training;  for  an  MT-ASCP 
a B.S.  degree  plus  one  year  of  training  or  completion  of  a program  including 
three  years  classroom  and  one  year's  training  leading  to  a B.S.  degree. 

These  standards  should  be  compared  with  those  for  certification  by  AMT: 
MLT-AMT  requires  at  least  1,500  clock  hours  of  classroom  education  and 
one  year's  training;  MT-AMT  requires  that  the  individual  possess  the  require- 
ments necessary  for  certification  as  an  MLT-AMT  plus  three  years  training 
or  ninety  semester  hours  plus  one  year's  training,  or  a B.S.  degree  plus 
one  year's  training. 

Comparison  of  these  standards  together  with  the  results  of  the  studies 
referred  to  above  again  makes  abundantly  clear  the  discriminatory  and  un- 
necessary nature  of  the  "ASCP  only"  requirement. 

If  CLAs-ASCP,  possessing  far  less  education  and  experience  than  either 


jjj/  See  for  instance:  "Job  Analysis  in  the  Clinical  Laboratory,"  American 

Journal  of  Medical  Technology,  Volume  42,  Number  5,  May  1976;  "Job  Restructuring 

for  the  Clinical  Laboratory,"  Kettering  Medical  Center,  Revised  March  1976, 

NIH  Special  Projects  Grant  No.  AH  00249  U.S.  Department  of  Health.,  Education 
and  Welfare;  "Career  Entry  Job  Descriptions  for  MT/MLT ,"  Kettering  Medical 
Center,  May  1977,  NII-I  Special  Projects  Grant  No.  AII  00249,  U.S.  Department 
of  Health,  Education  and  Welfare. 

**l  "Job  Analysis  in  the  Clinical  Laboratory,"  supra- 
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technologists  or  technicians  certified  by  AMT,  are  performing  95%  of  the 
tasks  performed  by  MTs-ASCP  there  is  no  justification  for  refusing  to  hire 
an  AMT-certificant  to  perform  such  tasks . Furthermore  with  regard  to  the 
5%  of  tasks  performed  by  technologists  but  not  technicians  or  CLAs,  there 
is  no  evidence  that  MTs-ASCP  perform  these  tasks  more  competently 
than  MTs-AMT. 

The  MT-ASCP  requirement  results  in  laboratories  being  unncessarily 
overstaffed  with  degreed  personnel  thereby  putting  upward  pressure  on  costs 
which  is  of  course  a very  current  concern  of  Congress  and  the  Administration. 

In  addition,  it  should  be  noted  that  although  DHEW  currently  has  underway 
a study  to  evaluate  the  relationship  between  scores  on  the  DHEW  proficiency 
exam  and  actual  lab  performance,  DHEW  has  expressed  its  satisfaction  with 
the  performance  to  date  of  those  qualifying  pursuant  to  the  alternative  avenue 
of  qualification  offered  by  the  DHEW  proficiency  exam. 

AMT’s  files  are  filled  with  letters  from  our  membership,  which  we  would 
be  glad  to  make  available  to  you  or  the  Committee  staff  Upon  request,  setting 
forth  their  personal  cases  of  suffered  discrimination  and  pleading  for  our 
help.  CLIA  pi'ovides  the  prospect  of  a solution  to  their  problem. 

While  AMT  supported  S.  705,  the  inclusion  of  an  anti- discriminatory 
provision,  such  as  described  above,  in  CLIA  1979  would  give  the  AMT  membership 
an  additional  and  very  real  reason  to  rally  round  this  legislation.  We  therefore 
ask  your  consideration  of  the  amendatory  language  we  have  suggested  and 
stand  ready  to  answer  any  questions  you  or  your  staff  may  have  concerning 
this  matter. 

Our  reading  of  the  Discussion  Drafts  indicates  no  substantial  changes  in 
those  provisions  about  which  we  testified  in  connection  with  S.  705,  and  we  have 
therefor  not  commented  further  at  this  time  concerning  such  provisions. 

However,  we  do  point  out  a current  development  in  the  laboratory  regulation 
area  which  is  of  substantial  concern  to  us.  The  preliminary  indications 
are  that  the  Secretary  of  HEW  is  considering  the  elimination  of  qualification 
standards  for  laboratory  technicians  and  technologists  which  we  believe 
runs  fully  counter  to  the  obj'ective  of  the  proposed  CLIA  legislation  providing 
that  the  public  interest  and  health  and  welfare  of  consumers  of  health  care 
requires  that  "all  clinical  laboratories  comply  with  uniform  standards  to 
assure  accurate  and  reliable  testing. . It  is  our  opinion  that  in  order 
for  that  obj'ective  to  be  achieved  it  is  absolutely  essential  that  adequate 
standards  for  laboratory  technicians  and  technologists  be  developed.  This 
need  is  further  emphasized  by  the  studies  referred  to  above  which  indicate 
that  95%  of  laboratory  tests  are  performed  by  technician  personnel. 
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We  thank  you  for  this  opportunity  to  comment  and  appreciate  your  consider- 


ation  of  our  views . 

Respectfully  submitted. 

William  K.  Young,  MT 
Washington  Representative  for  AMT 
4880  66th  Avenue 
Hyattsville , Md.  20784 
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Honorable  Jacob  K.  Javits 
Russell  Senate  Office  Building 
Room  321 

Washington,  D.C.  20510 
Dear  Senator  Javits: 

In  an  earlier  letter  dated  February  16,  1979,  AMT  took  the  opportunity 
to  comment  on  CLIA  1979  (Discussion  Draft  No.  1)  received  from  Mr.  Rother. 
That  letter  principally  addressed  AMT's  view  of  the  need  for  an  anti-discrim- 
ination provision  in  CLIA  which  would  prevent  discrimination  by  federal, 
state  and  private  hospitals  and  independent  labs  on  the  sole  basis  of  registry 
affiliation. 

Because  we  understand  that  CLIA  may  soon  be  introduced  without 
such  a provision  we  wish  to  reaffirm  our  view  of  the  need  for  such  a section  in 
the  CLIA  bill.  We  think  specific  statutory  language  aimed  at  eliminating  the 
discrimination  problem  is  needed  and  is  consistent  v/ith  our  understanding 
that  the  proposed  legislation  will  require  the  Secretary  of  HEW  to  prescribe 
personnel  qualifications  which  shall  not  be  limited  to  education  require- 
ments but  shall  include  as  alternative  requirements,  appropriate  training, 
experience  and  examination  requirements.  The  goal  of  the  bill  that  national 
standards  "assure  consistent  performance  by  clinical  laboratories  of  accurate 
and  reliable  laboratory  tests"  is  not  enhanced  by  denying  employment  to 
laboratory  technicians  and  technologists  who  are  qualified  and  proficient 
but  who  happen  not  to  be  certified  by  the  American  Society  of  Clinical 
Pathologists.  As  we  pointed  out  in  our  earlier  letter,  there  is  no  evidence 
that  those  laboratory  technologists  and  technicians  who  possess  a college 
degree  or  ASCP  certification  perform  their  tasks  more  competently  than 
others  but  there  are  studies  which  demonstrate  that  non-degreed  technical 
personnel  perform  an  overwhelming  percentage  of  the  same  tasks  performed 
by  technologists  certified  by  ASCP,  some  possessing  college  degrees,  some 
not,  since  ASCP  has  required  a college  degree  for  its  certified  technologists 
since  only  1974.  Entities  requiring  ASCP  certification  as  a condition  of 
employment  for  new  personnel  are  in  effect  now  requiring  a college  degree 
for  technologist  status  which  would  be  totally  contrary  to  the  letter  and 
spirit  of  the  bill.  A further  important  adverse  effect  of  such  a degree 
requirement  is  to  increase  average  laboratory  personnel  costs  which  is 
contrary  to  current  cost  control  goals  of  the  Administration  and  Congress. 

As  we  have  indicated,  the  inclusion  of  such  an  anti-discrimination 
provision  in  CLIA  would  not  be  the  first  time  Congress  has  recognized  the 
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need  for  such  a provision.  One  of  the  1972  amendments  to  the  Social  Security 
Act,  42  USC  §1320(a)-2(a) , directed  that  the  Secretary  of  HEW  develop 
a program  designed  to  determine  the  proficiency  of  individuals  including 
laboratory  technologists  and  cytotechnologists  to  perform  the  functions  of 
their  particular  fields  where  those  individuals  did  not  meet  formal 
educational,  professional  membership,  or  other  established  criteria.  In 
developing  such  a program  HEW  was  directed  to  employ  procedures  for  the 
formal  testing  of  the  proficiency  of  individuals  under  this  specific  requirement: 


We  urge  the  same  approach  as  part  of  the  CLIA  legislation.  Such 
an  approach  would  not  only  be  consistent  with  the  goals  of  the  legislation 
but  would  also  be  of  great  individual  personal  benefit  to  all  qualified  technicians 
and  qualified  technologists  not  certified  by  ASCP.  Such  a provision  would 
bring  an  end  to  the  unfair  and  continuing  discrimination  by  federal,  state 
and  private  hospitals  and  independent  labs  against  such  qualified  people. 

We  can  conceive  of  no  justifiable  opposition  to  the  elimination  of  such  a dis- 
criminatory practice.  We  therefore  urge  inclusion  of  such  a section  in 
CLIA  and  thank  you  for  your  consideration. 


cc:  Mr.  John  Rother 

Senate  Committee  on  Human  Resources 
Subcommittee  on. Health  and  Scientific  Research 
Dirksen  Senate  Office  Building 
Room  4230 
Washington,  20510 


In  the  conduct  of  such  program,  no 
individual  who  otherwise  meets  the 
proficiency  requirements  for  any 
health  care  specialty  shall  be  denied 
a satisfactory  proficiency  rating  solely 
because  of  his  failure  to  meet  formal 
educational  or  professional  membership 
requirements. 


Sincerely, 


4880  66th  Avenue 
Hyattsville,  Md.  20784 


AMT 
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STATEMENT 
of  the 

AMERICAN  MEDICAL  ASSOCIATION 
to  the 

Committee  on  Labor  and  Human  Resources 

Re:  S.  590,  The  Clinical  Laboratory 
Improvement  Act  of  1979 

April  10,  1979 

The  American  Medical  Association  submits  the  following  statement  relating 
to  S.  590,  The  Clinical  Laboratory  Improvement  Act  of  1979,  for  consideration 
by  the  Committee  on  Labor  and  Human  Resources. 

The  federal  government  has  been  actively  involved  in  the  regulation  of 
certain  clinical  laboratories  since  the  enactment  of  the  original  Clinical 
Laboratories  Improvement  Act  of  1967.  Regulation  under  this  Act  has  been  limited 
to  laboratories  involved  in  interstate  commerce,  with  States  retaining  a major 
role  in  their  regulation.  In  recent  years,  however.  Congress  has  explored  ways 
to  expand  the  scope  of  federal  activities,  both  in  terms  of  the  numbers  of  labo- 
ratories to  be  regulated  and  in  terms  of  the  extent  of  federal  standardization 
of  operational  requirements.  The  principal  expansion  would  be  to  laboratories 
involved  only  in  intrastate  commerce,  including  those  in  physicians'  offices. 

S.  590  would  subject  all  clinical  laboratories,  including  those  in  physi- 
cians' offices,  to  an  extensive  system  of  federal  regulation  that  would  cover 
laboratory  quality  control,  personnel,  proficiency-testing  and  licensure. 


722 


Certain  limited  exemptions  from  coverage  would  be  provided  for  physicians' 
office  laboratories,  certain  laboratories  in  rural  areas,  and  laboratories 
engaged  in  research  activities. 

Comments 


Definition  of  Clinical  Laboratory 


To  understand  more  completely  the  far-ranging  effects  of  the  proposed  in- 
clusion of  intrastate  laboratories,  we  must  first  look  to  the  proposed  defini- 
tion of  "laboratory." 

The  present  definition  provides  that — 


The  term  "laboratory"  or  "clinical  laboratory"  means  a 
facility  for  the  biological,  microbiological,  serological, 
chemical,  immuno-hematolbgical,  hematological,  biophysical, 
cytological,  pathological,  or  other  examination  of  materials 
derived  from  the  human  body,  for  the  purpose  of  providing 
information  for  the  diagnosis,  prevention,  or  treatment  of 
any  disease  or  impairment  of,  or  the  assessment  of  the  health 
of,  man. 


This  definition  clearly  contemplates  coverage  of  only  those  facilities  which 
examine  specimens  in  order  to  diagnose,  prevent,  or  assess  any  disease  in  man. 

However,  S.  590  would  expand  current  law  by  adding  to  the  present  definition: 


or  a facility  for  the  collection,  processing  and  transmission 
of  such  materials  for  such  purposes,  other  than  a facility 
exclusively  engaged  in  the  collection  or  processing  of  human 
blood  or  its  components  intended  for  transfusion  or  further 
manufacturing. 

This  broadened  definition  could  include  under  federal  regulation  VD  clinics, 
genetic  counseling  clinics,  TB  clinics,  family  planning  clinics,  neighborhood 
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health  centers,  and  any  other  facility  which  Itself  may  not  analyze  human  material 
but  which  may  provide  services  for  the  "collection,  processing  and  transmission" 
of  human  material  for  analysis  by  a laboratory.  This  definition  would  also  in- 
clude a physician's  office,  irrespective  of  whether  he  even  has  a "laboratory" 
for  diagnostic  tests  or  examinations. 

We  believe  that  the  implications  of  this  amended  definition  are  so  far-reaching 
that  it  should  not  be  adopted.  We  do  not  believe  that  collection  facilities  should 
be  deemed  clinical  laboratories,  and  as  such  subject  to  the  provisions  of  the  bill. 

The  definition  used  in  the  present  law  should  be  retained. 

Exemption  for  Physicians'  Laboratories 

S.  590  would  allow  certain  limited  exemptions  from  the  national  standards  and 
thus  from  licensure.  For  example,  for  a period  of  time  national  standards  would  not 
apply  to  clinical  laboratories  not  in  interstate  commerce  or  to  certain  clinical  labo- 
ratories located  within  and  serving  rural  areas.  The  Secretary  would  also  have 
authority  to  grant  exemptions  to  laboratories  in  certain  physicians'  offices  and  for 
laboratories  engaged  in  biomedical  or  behavioral  research. 

Present  federal  law  expressly  exempts  from  regulation  the  laboratory  of  a physi- 
cian when  used  solely  as  an  adjunct  to  treatment  of  his  patients.  This  present 
exclusion  should  be  maintained.  The  imposition  of  a new  program  of  federal  regulation 
of  the  physician's  laboratory,  an  integral  aspect  of  medical  practice,  is  unnecessary. 
There  are  many  factors  currently  assuring  proper  practice  by  physicians  in  their  own 
office  laboratories. 

Under  the  provisions  of  S.  590,  a physician's  laboratory  could  be  exempt  only 
under  certain  very  limiting  conditions. 

The  Secretary  could  by  regulation  exempt  from  the  national  standards  any  clinical 
laboratory  (a)  which  is  located  in  the  office  of,  and  operated  by,  a licensed  physician. 
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dentist  or  podiatrist,  or  a group  of  not  more  than  five,  such  practitioners,  and  Cb) 
in  which  the  only  tests  or  procedures  performed  are  routine  tests  or  procedures  (as 
determined  by  the  Secretary’)  performed  by  the  practitioner  in  connection  with  the  treat- 
ment of  his  patients. 

A further  provision  is  made,  with  respect  to  groups  of  up  to  five  physicians, 
as  above,  that  the  national  standards  may  not  apply  if  the  clinical  laboratory  suc- 
cessfully participated  in  a proficiency-testing  program  approved  by  the  Secretary, 
and  the  program  operator  agreed  to  provide  information  to  the  Secretary  respecting 
the  results  of  the  proficiency  tests  administered  under  such  program. 

Under  the  highly  tentative  nature  of  "exemptions"  for  the  physician's  office, 
it  is  not  clear  to  what  extent  the  Secretary  "may"  exempt  any  such  laboratory.  It 
is  not  even  clear  whether  the  proficiency-testing  program  exemption  would  be  appli- 
cable to  all  laboratories.  Furthermore,  by  conditioning  the  exemption  provisions 
"upon  such  conditions  as  the  Secretary  may  by  regulations  prescribe,"  it  is  easy 
to  envision  "standards"  as  complex  and  detailed  as  are  the  standards  which  would 
otherwise  apply  to  all  other  laboratories  ostensibly  covered  by  the  bill. 

The  requirement  (for  physician  office  laboratory  exemption  from  national 
standards)  that  only  routine  tests  or  procedures  be  performed,  and  that  all  such 
tests  or  procedures  be  performed  by  the  physician,  is  unrealistic  and  too  restrictive. 

As  we  have  pointed  out  above,  any  provision  that  does  not  clearly  specify 
that  the  physicians'  office  laboratories  are  not  subject  to  national  standards 
is  inappropriate  and  should  be  stricken. 

There  are  additional,  more  general,  considerations  militating  against  the 
application  of  the  national  standards  to  physicians'  office  laboratories. 

Applying  the  new  national  standards  (or  others  equally  strict)  to  the  labo- 
ratory of  the  treating  physician  could  discourage  the  performance  of  services  now 
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customarily  done  in  the  physician's  office,  thus  necessitating  an  additional  visit 
by  the  patient  to  an  outside  laboratory  for  laboratory  service.  Since  such  labo- 
ratories may  not  be  readily  available,  the  inconvenience  would  be  especially  onerous 
to  patients  who  may  have  to  travel  long  distances  or  at  additional  expense  or  time 
for  access  to  laboratory  services. 

There  is  an  even  more  fundamental  objection  to  the  bill's  application  to  the 
physician's  office.  We  must  protest  strongly  any  proposal  to  vest  in  the  federal 
government  control  of  an  integral  part  of  the  physician's  practice.  There  is  no 
evidence  of  danger  or  risk  to  patients  sufficient  to  justify  the  regulation  of 
the  physician's  office  laboratory. 

The  exemption  for  physicians'  office  laboratories  contained  in  the  present 
law  should  be  retained. 

Employee  Provisions 

The  bill  would  prohibit  discrimination  against,  or  firing  of,  laboratory 
personnel  who  participate  in  any  investigation  or  prosecution  of  any  violation 
of  law  by  the  laboratory  employer.  While  the  objective  may  be  laudable,  we 
are  concerned  that  such  provisions  are  an  invitation  for  reverse  intimidation, 
and  could  produce  unfavorable  effects. 

Role  for  Professional  Associations 

Provision  is  made  in  the  bill  to  allow  for  laboratory  inspections  and  for 
proficiency-testing  of  laboratories  and  their  personnel  by  private  non-profit 
organizations  having  standards  as  stringent  as  the  national  requirements.  We 
believe  that  this  provision  should  be  supported.  If  organizations  currently 
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performing  equivalency  accreditation  would  be  the  examining  agencies  under  the 
bill,  we  believe  that  they  would  provide  the  advantages  of  past  experience  along 
with  a greater  opportunity  for  innovation.  Moreover,  we  would  see  merit  in  a 
fuller  accrediting  role  for  these  private  bodies. 

State  Role 

State  agencies  under  agreement  with  the  Secretary  to  determine  compliance 
by  clinical  laboratories  with  the  conditions  of  participation  under  Medicare 
would  also  be  utilized  for  the  purpose  of  determining  whether  clinical  labora- 
tories in  their  States  meet  the  requirements  of  licensure.  We  believe  that  the 
States  have  primary  jurisdiction  over  intrastate  laboratories  and  we  would 
urge  that  any  national  program  encourage  such  State  participation.  While  we 
question  the  desirability  of  establishing  uniform  national  standards,  as  con- 
templated in  S.  590,  we  believe  that  emphasis  should  be  given  to  State  programs 
in  any  national  legislation. 

Changes  in  Medicare 

In  addition  to  proposing  changes  in  the  present  laws  to  bring  virtually  all 
clinical  laboratories  under  federal  regulation,  S.  590  would  effect  broad  changes 
in  the  Medicare  laws.  New  provisions  would  require  special  detail  on  physicians' 
billings  that  include  charges  to  a patient  for  a laboratory  test . The  detail 
would  include  identification  of  a laboratory  that  performed  such  a test  and  in- 
dicate the  amount  charged  to  the  physician  who  submitted  the  bill;  it  would  also 
limit  the  physician's  fee  to  the  laboratory  charge  plus  a nominal  handling  fee. 
Moreover,  these  provisions  would  require,  as  a condition  for  payment  for  a labo- 
ratory service  performed  in  the  physician's  office,  that  the  physician  certify  on 
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the  bill  that  he  personally  performed  or  supervised  the  performance  of  the  test. 
We  believe  that  this  is  an  unnecessary  imposition  on  the  physician,  and  this 
requirement  should  be  eliminated. 

The  menacing  encroachment  of  government  in  the  practice  of  medicine  comes 
into  sharper  focus  when  we  examine  other  provisions  in  the  bill  that  would  change 
the  definition  of  "physicians'  services"  in  the  Medicare  law.  We  would  like  to 
call  the  attention  of  the  Committee  to  the  far-reaching  implications  of  this 
change  and  other  Medicare  changes  incorporated  in  S.  590. 

Hospital-Associated  Physicians 

S.  590  would  establish  a stringent  definition  of  "physicians'  services,"  and 
would  enact  statutory  definitions  of  reimbursable  pathology  services.  This  sec- 
tion would  also  reduce  the  Medicare  payment  for  radiology  and  pathology  services 
if  the  physician  providing  them  did  not  accept  assignment;  and  would  limit  physi- 
cian reimbursement  based  upon  the  form  of  financial  arrangements.  These  pro- 
visions are  highly  objectionable. 

Medicare  law  now  defines  "physicians'  services"  as  professional  services 
performed  by  physicians . S . 590  would  amend  that  definition  to  exclude  the  ser- 
vices the  physician  performs  as  an  educator,  an  executive,  or  a researcher. 

The  amendment  would  exclude  even  patient  services  unless  "personally  performed 
by  or  directed  by  a physician"  for  the  benefit  of  the  patient  and  unless  the 
service  is  of  such  a nature  that  its  performance  "by  a physician  is  appropriate." 

It  should  be  made  clear  that  although  this  redefinition  of  physicians'  ser- 
vices comes  under  the  heading  "hospital -associated  physicians,"  it  is  not  so 
limited,  and  the  placement  of  the  amendment  under  that  heading  is  misleading.  In 
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fact,  the  provision  amends  the  general  definition  of  "physicians'  services"  in 
Section  1861 (q)  of  the  Medicare  law  and  consequently  the  new  limitations  apply 
to  all  physicians'  services  under  Medicare. 

We  object  strongly  to  these  modifications.  All  activities  of  physicians 
customarily  recognized  as  part  of  the  physician's  practice  should  be  reimbursable 
as  "physicians'  services"  under  Medicare.  A strict  application  of  the  proposed 
language  would  have  dire  consequences  for  proper  recognition  of,  and  payment  for, 
all  services  of  physicians  under  Medicare. 

Even  if  the  provision  was  intended  to  affect  only  the  inpatient  services 
of  "hospital-associated  physicians,"  the  modification  would  be  very  objectionable. 
The  writers  of  regulations,  armed  with  this  proposed  statutory  language,  could 
arbitrarily  redefine  the  practice  of  medicine  as  recognized  today  to  the  detri- 
ment of  both  the  patient  and  the  profession. 

Whatever  its  intent,  a legal  definition  that  states  that  a physician  acts 
as  a physician  only  when  directly  treating  a patient  and  when  performing  services 
only  a physician  can  perform  will  ultimately  lead  to  confusion  in  the  Medicare 
program  and  further  dismemberment  of  health  care. 

Furthermore,  the  physician  as  educator,  researcher,  or  administrator  does 
not  cease  to  be  a physician;  indeed,  since  the  earliest  days  of  the  medical  pro- 
fession, teaching  and  research  have  been  recognized  as  intrinsic  parts  of  the 
practice  of  medicine.  As  medicine  has  become  more  organized  and  technologically 
sophisticated,  administrative  tasks  have  developed  which  can  be  performed  most 
effectively  by  a practicing  physician. 

We  protest  strongly  any  artificial  division  of  the  physician's  role. 
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The  bill  would  say  which  services  of  pathologists  are  "physicians'  services" 
and  which  are  not.  This  attempt  to  redefine  pathology  services  for  purposes  of 
Medicare  and  Medicaid  reimbursement  can  only  have  an  adverse  affect  on  the  avail- 
ability of  pathology  for  the  patients  under  those  programs. 

S.  590  would  modify  Medicare  reimbursement  to  "encourage"  physician  acceptance 
of  assignments,  and  it  would  do  so  by  penalizing  the  patient  if  they  do  not. 

Under  present  law,  pathology  and  radiology  services  are  paid  under  Part  B at  100% 
of  the  "reasonable  charge,"  whether  the  physician  has  accepted  assignment  or  not. 
The  proposed  amendment  would  change  the  amount  of  Medicare  payment  to  the  usual 
80%  of  the  "reasonable  charge"  if  the  physician  does  not  accept  assignments  and 
permit  crediting  of  the  patient's  20%  of  the  "reasonable  charge"  towards  the  annual 
Part  B deductible.  We  point  out  that  the  "reasonable  charge"  for  pathology  and 
radiology  services  remains  the  same,  whether  or  not  the  physician  accepts  assign- 
ment. 

During  the  discussions  prior  to  the  passage  of  P.L.  90-248,  we  question- 
ed whether  the  coinsurance  factor  should  be  eliminated  for  specific  segments 
of  medical  care.  We  question  even  more  strongly  the  establishment  of  differ- 
ent rates  of  payment  by  Medicare  for  similar  services  when  provided  on  assign- 
ment or  billed  to  the  patient.  We  believe  that  this  approach  violates  basic 
principles  of  equity  to  the  Medicare  beneficiaries,  who  pay  the  same  out-of- 
pocket  premium  but  would  receive  different  degrees  of  coverage  as  a result 
of  factors  over  which  they  have  no  control. 

Finally,  we  oppose  the  provision  that  would  alter  reimbursement  of 
physicians  on  the  basis  of  the  form  of  their  financial  arrangements  with 
the  hospital.  The  bill  provides  that  the  charges  of  a physician  or  other 
person  related  to  income  or  receipts  of  a hospital  or  hospital  subdivision 
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would  not  be  taken  into  consideration  to  the  extent  that  such  a charge 
exceeded  what  a salary  (plus  certain  expenses) , as  determined  by  the 
Secretary,  would  reasonably  have  been  if  the  physician  or  other  person 
had  been  employed  by  the  hospital-  We  believe  that  freedom  of  contract 
should  not  be  so  limited. 

The  proposed  redefinitions  of  "physicians  services"  are  described  as 
an  effort  to  control  health  care  costs  by  limiting  reimbursable  services 
under  Medicare.  In  actuality,  it  is  an  effort  by  government  to  evade 
its  responsibilities  to  Medicare  beneficiaries  who  depend  on  this  program 
for  their  health  care.  Changing  the  definitions  does  not  change  the  true 
costs  of  services,  but  merely  shifts  the  burden  of  financial  responsibility 
from  the  government  to  the  patient  who  can  ill-afford  such  a shift. 

We  strongly  urge  that  these  changes  not  be  adopted. 

Conclusion 

To  spell  out  briefly  some  of  our  major  concerns  with  the  proposed 
expansion  of  the  federal  authority  to  regulate  clinical  laboratories,  we 
would  point  again  to  the  following  items. 

First  is  the  broadened  definition  of  the  term  "laboratory"  that  could 
lead  to  federal  regulation  of  physicians'  offices  that  do  not  have  laborator- 
ies, but  that  do  collect,  process  and  transmit  samples  of  human  material 
for  later  laboratory  procedures. 

Second  is  the  subjugation  of  all  physicians'  office  laboratories  to 
national  standards  and  federal  licensure.  As  we  have  pointed  out,  the 
opportunities  for  exemption  of  the  physician  laboratory  are  severely  re- 
stricted and  could  be  meaningless  in  practice. 

We  believe  that  the  physicians ' offices  should  not  be  brought  under 
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federal  licensure  and  regulation,  and  that  the  present  definition  of 
"laboratory"  should  be  retained. 

We  are  deeply  concerned  also  with  the  effort  through  S.  590  to  re- 
define "physicians'  services"  and  enable  government  personnel  to  preempt 
medical  judgements  in  the  determination  of  what  is  a professional  service 
under  the  Medicare  laws.  We  object  strongly  to  the  inclusion  of  this  and 
the  other  board  changes  that  would  impact  severely  on  the  entire  Medicare 
program. 

We  urge  the  Committee  not  to  adopt  S . 590  as  the  bill  is  presently 
written. 


45-450  0-79-47 
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Honorable  Edward  M.  Kennedy,  Chairman 
Subcommittee  on  Health  and  Scientific 
Research 

Senate  Labor  and  Human  Resources  Committee 
United  States  Senate 
Washington,  D.  C.  20510 

Dear  Mr.  Chairman: 

We  would  like  to  request  that  the  enclosed  statement  on  the 
Clinical  Laboratory  Improvement  Act  of  1979  be  included  in  the 
record  of  hearings. 


Sincerely  yours , 
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STATEMENT  OF  KENNETH  YOUNG,  DIRECTOR,  DEPARTMENT  OF  LEGISLATION 
AMERICAN  FEDERATION  OF  LABOR  AND  CONGRESS  OF  INDUSTRIAL  ORGANIZATIONS 
SUBMITTED  TO 

THE  SUBCOMMITTEE  ON  HEALTH  AND  SCIENTIFIC  RESEARCH 
SENATE  COMMITTEE  ON  HUMAN  RESOURCES 
ON  THE  CLINICAL  LABORATORY  IMPROVEMENT  ACT  OF  1979 
S.  590 

April  11,  1979 

The  AFL-CIO  welcomes  the  opportunity  of  submitting  its  views  with 
respect  to  the  Clinical  Laboratory  Improvement  Act  of  1979  (S.  590) 
introduced  by  Senator  Javits  (R-N.Y.)  with  six  cosponsors. 

Senator  Javits  was  largely  responsible  for  the  enactment  in  1967 
of  a similar  bill  but  which  covered  only  about  750  laboratories  doing  inter- 
state business.  There  are,  however,  about  15,000  clinical  laboratories  in 
the  United  States,  about  one-half  of  which  are  in  hospitals.  There  are  about 
6,500  independent  labs.  Lastly,  there  are  an  unknown  number  but  doubtless 
thousands  of  small  laboratories  run  by  private  physicians  in  their  own  offices. 

Except  for  the  750  labs  in  interstate  commerce,  therefore,  thfe 
great  bulk  of  clinical  laboratories  are  unregulated. 

Senator  Javits  indicated  in  1967  that  he  hoped  the  states  would  enact 
similar  legislation  to  cover  laboratories  doing  an  intrastate  business  but 
in  the  eight  years  that  have  transpired  since  then,  only  a very  few  states 
have  acted. 

Numerous  studies  have  indicated  that  about  25  percent  of  all  tests 
performed  by  laboratories  yield  erroneous  results.  It  is  known  many  labs 
do  accurate  work  so  that  the  25  percent  figure,  which  is  an  average,  means 
that  many  laboratories  have  a poorer  record.  It  is  documented  that  some  labs 
have  an  error  rate  as  high  as  50  percent. 
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While  medicine  is  not  an  exact  science,  medical  advances  have  greatly 
improved  the  ability  of  physicians  to  make  an  accurate  diagnosis  and  to 
institute  appropriate  therapy.  The  ability  to  make  an  accurate  diagnosis 
depends  to  a high  degree  upon  accurate  and  reliable  diagnostic  tests.  No 
one  really  knows  how  many  patients  have  died  because  of  a faulty  diagnosis 
followed  by  inappropriate  treatment  induced  by  inaccurate  lab  work.  No 
one  knows  how  many  patients  have  been  treated  for  a condition  they  did  not 
have  because  of  false  reports  from  laboratories.  No  one  knows  the  cost  of 
inappropriate  and/or  unnecessary  treatment  caused  by  atrocious  performance. 

No  one  knows  how  many  malpractice  suits  have  been  initiated  by  patients  against 
their  doctors  because  of  false  laboratory  results.  Clearly,  corrective 
measures  are  indicated. 

Unfortunately,  shoddy  work,  inadequate  and  even  contaminated  equipment, 
poorly  trained  personnel  and  careless  management  are  only  part  of  the  problem. 
Laboratory  testing  is  a $12  billion-a-year  industry  and  is  usually  used  as 
a money  maker  by  hospitals.  Many  independent  laboratories  are  doctor-owned. 
Since  it  is  the  doctor  who  sends  his  specimens  to  the  laboratory,  the  inherent 
conflict  of  interest  in  many  instances  is  obvious. 

The  AFL-CIO  has  no  objection  to  doctors  investing  in  clinical 
laboratories  as  long  as  there  is  honest  competition  in  the  industry.  However, 
it  is  the  physician  who  chooses  the  laboratory  in  which  his  blood,  urine 
or  other  samples  are  to  be  analyzed.  Too  many  doctors  give  their  lab  work, 
not  to  the  lowest  bidder,  but  to  the  laboratory  in  which  they  are  owners 
or  stockholders.  No  wonder  then  that  a doctor  sends  his  specimens  to  a 
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lab  that  charges  $45  for  a test  that  could  be  done  for  $10  in  another 
laboratory.  This  is  no  less  than  a "rip-off"  of  the  Medicare  and  Medicaid 
programs  and  of  the  patient. 

Yet,  when  the  New  York  City  Health  Department  proposed  to  cut 
Medicaid  lab  costs  by  instituting  a bidding  system  which  the  Department 
stated  would  save  almost  one-half  of  the  city's  $11  million  in  annual  lab 
payments,  the  independent  laboratories  were  joined  by  the  Department  of  Health, 
Education  and  Welfare  in  a f riend-of-the-court  brief  that  asserted  that 
the  city's  proposal  would  violate  the  patient's  freedom  to  choose  providers 
of  service. 

Therefore,  the  AFL-CIO  strongly  recommends  that  a section  be  added 
to  the  bill  which  would  require  competitive  bidding  for  all  outside  clinical 
laboratory  work  performed  on  behalf  of  patients  covered  by  any  federally 
financed  health  program. 

The  series  of  articles  which  appeared  in  the  Newark  Star-Ledger 
about  the  poor  laboratory  conditions  in  New  Jersey  and  which  were  printed 
in  the  Congressional  Record  the  day  Senator  Javits  introduced  his  earlier 
bill  in  1975  should  cause  concern  about  delegating  licensing  and  regulating 
authority  to  the  states.  New  Jersey  is  one  of  the  few  states  which  have 
enacted  legislation  to  license  clinical  laboratories.  To  quote  from  the 
first  article: 

"The  best  regulated  lab  facilities  in  Jersey 
are  the  handful  engaging  in  interstate  trade.  These 
facilities  must  meet  the  rigid  standards  of  the  federal 
government's  Center  for  Disease  Control  (CDC)  headquartered 
in  Atlanta,  Georgia.  The  standards  include  unannounced 
on-site  inspections  (which  sometimes  last  two  days),  a 
comprehensive  proficiency  testing  program,  maintenance  of 
safety  codes  and  licensing  of  personnel." 
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In  spite  of  this,  the  AFL-CIO  accepts  Section  373(b)  which 
authorizes  the  Secretary  to  utilize  a state  or  local  agency  for  the  purpose 
of  determining  whether  clinical  laboratories  in  such  state  meet  the 
requirements  for  a license  under  the  bill. 

The  AFL-CIO  also  endorses  the  employee  protection  provisions  of 
Section  375(d),  which  would  give  an  employee  recourse  against  an  employer 
who  discharged  him  for  reporting  violations  of  the  law  or  for  cooperating 
with  enforcement  officers. 

While  S.  590  is  a weaker  bill  than  what  was  originally  introduced 
in  1975  by  Senator  Javits,  it  nevertheless  represents  a forward  step.  The 
AFL-CIO,  therefore,  urges  S.  590  be  reported  out  of  committee  with  the 
changes  we  have  suggested.  We  hope  it  will  be  passed  by  the  Senate  without 
any  further  weakening  amendments. 
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COMMITTEE  ON  HUMAN  RESOURCES  AND  LABOR 
UNITED  STATES  SENATE 
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WASHINGTON,  D.C. 
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TESTIMONY  OF  THE  AMERICAN  CLINICAL  LABORATORY 
ASSOCIATION  ON  S.  590,  THE  CLINICAL  LABORATORY  IMPROVEMENT 
ACT  OF  1979 

The  American  Clinical  Laboratory  Association  (ACLA) 
submits  this  statement  in  support  of  S.  590,  the  Clinical  Lab- 
oratory Improvement  Act  of  1979.  Our  support  for  legislation 
such  as  this  was  strong  in  1975  when  Senator  Javits  first  intro- 
duced a comparable  bill;  our  support  remains  as  firm  today. 

ACLA  is  an  association  of  large  and  small  independent 
clinical  laboratories  that  provide  services  to  patients  in  every 
state  in  the  country.  Each  ACLA  member  is  licensed  by  the  Center 
for  Disease  Control  for  interstate  business  or  accredited  for 
reimbursement  pursuant  to  the  Medicare  Conditions  for  Coverage 
of  Services  of  Independent  Laboratories.  Certification  by  either 
of  these  federal  programs  is  a prerequisite  to  membership  in 
ACLA  because  ACLA  seeks  to  be  a voice  for  the  provision  of  high 
quality  laboratory  testing  services  and  these  two  federal  programs 
embrace  those  elements  that  are  necessary  to  insure  the  relia- 
bility of  laboratory  testing.  As  a result  of  their  participation 
in  these  two  programs,  ACLA  members  are  known  to  be  among  the 
highest  quality  laboratories  in  the  country. 

Prompt  enactment  of  this  legislation  is  mandatory. 

In  testifying  on  CLIA  '76  and  CLIA  '78  before  this  Subcommittee 
and  your  sister  Subcommittee  on  Health  and  the  Environment  in  the 
House  of  Representatives,  ACLA  stressed  the  need  for  comprehensive 
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laboratory  legislation  to  protect  the  American  public  from  inade- 
quate laboratory  testing.  Nearly  four  years  have  passed  since 
Senator  Javits  and  Senator  Kennedy  introduced  S.  1737,  the  first 
of  the  laboratory  bills  of  the  70' s,  and  the  need  is  as  pressing 
now  for  enactment  as  it  was  then.  ACLA  commends  this  subcommittee 
for  its  prompt  attention  to  this  issue  and  its  obvious  commit- 
ment to  improving  clinical  laboratory  performance.  Enactment 
is  even  more  necessary  today  than  it  was  two  years  ago  because 
the  volume  of  testing  is  growing  rapidly  and  physicians  are 
relying  upon  testing  data  with  increasing  frequency. 

There  is  little  we  can  add  to  our  comments  on  S.  1737 

and  S.  705;  we  therefore  request  that  you  consider  them  to  be  a 

1/ 

preamble  to  this  testimony.  However,  an  analysis  of  the  current 
regulatory  approach  to  laboratory  performance  clearly  demonstrates 
why,  despite  the  passage  of  four  years,  enactment  of  this  legis- 
lation is  still  necessary. 

Perhaps  one  of  the  best  and  most  concise  statements 
analyzing  the  problems  plaguing  the  provision  of  testing  services 
is  found  in  the  Department  of  Health,  Education  and  Welfare's 


1/  HEARINGS  before  the  SUBCOMMITTEE  ON  HEALTH  of  the 
COMMITTEE  ON  LABOR  AND  PUBLIC  WELFARE,  UNITED  STATES 
SENATE,  on  S.  1737,  94th  Cong.,  1st  Sess. , pgs.  214-220, 
247-252,  855-867;  HEARINGS  before  the  SUBCOMMITTEE  ON 
HEALTH  AND  SCIENTIFIC  RESEARCH  of  the  COMMITTEE  ON  HUMAN 
RESOURCES,  UNITED  STATES  SENATE,  on  S.  705,  95th  Cong., 
1st  Sess.  , pgs.  225-301. 
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recent  Forward  Plan  for  Health  - F.Y.  1978-1982,“  (hereinafter 
"Forward  Plan").  The  Forward  Plan  acknowledges  that  laboratory 
error  is  a significant  problem  that  has  substantial  economic 
and  health  consequences  because  physicians  are  relying  increa- 
singly upon  "laboratory  results  to  detect  abnormalities,  to 

modify  or  confirm  a diagnosis,  and  to  monitor  the  progress  of 
3/ 

therapy."  According  to  HEW  these  errors  stem  principally  from 
"inadequately  trained  and  incompetent  staff  members;  overworked 
or  incompetent  supervisors;  use  of  inadequate  or  inappropriate 
procedures;  failure  to  use  controls  regularly  to  verify 
the  acceptability  of  test  results;  and  errors  in  inter- 

4/ 

preting  or  transcribing  test  results." 

ACLA  believes  that  where  laboratories  are  not 
subject  to  rigorous  quality  assurance  programs,  laboratory 
error  will  occur  too  frequently  because  incompetent  personnel 
are  employed,  inadequate  quality  control  is  practiced  and 
improper  procedures  are  utilized.  ACLA  members,  who  have 
long  been  subject  to  intensive  quality  assurance  regulation, 
know  through  experience  that  regulation  can  end  these  defi- 
ciencies. However,  to  date,  a comprehensive  uniform  approach 


2/  Forward  Plan  for  Health  - F.Y.  1978-1982,  U.S.  Department 
of  Health,  Education  and  Welfare,  Public  Health  Service, 
Stock  No.  017-000-00172-8  (August  1976),  pgs.  66-67. 

3/  Ibid,  p.  66. 

4/  Ibid,  p.  67. 
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to  regulating  laboratories  has  not  been  adopted,  even  by  the 
federal  government. 

Regulation  of  Hospital  Laboratories  is  Currently  Inadequate 
and  Should  be  Strengthened 

Hospital  laboratories  continue  to  be  inadequately 
regulated  as  the  federal  government  still  maintains  less 
stringent  standards  for  personnel  employed  in  Medicare  hospital 
laboratories  than  apply  to  personnel  employed  in  interstate 
licensed  or  Medicare  certified  laboratories.  The  regulations 
applicable  to  interstate  licensed  and  Medicare  certified  inde- 
pendent laboratories  establish  comprehensive  specific  experience, 
education  and  training  prerequisites  for  directors,  general  super- 
visors, technical  supervisors,  medical  technologists,  cytotech- 
nologists,  technicians  and  technician  trainees.  20  C.F.R. 
§§405.1312  - 405.1315.  These  regulations  occupy  six  pages  of  the 
Code  of  Federal  Regulations.  The  personnel  standards  for  Medicare 
hospital  laboratories  are  general  and  vague,  comprising  only 
one-half  page  of  the  Code  of  Federal  Regulations.  20  C.F.R. 

§405. 1028(d)  and  (g).  These  regulations,  which  are  clearly 
inadequate,  merely  require  physician  or  doctoral  supervision  of 
testing,  an  adequate  number  of  qualified  technologists  and  access 
to  consultation  with  a pathologist. 

ACLA  believes  that  the  differences  in  these  personnel 
regulations  illustrate  that  enactment  of  S.  590  is  necessary  to 
gain  a consistent,  uniform  federal  laboratory  program.  It  is 
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interesting  to  note  that  the  factors  which  HEW  identifies  in 
the  Forward  Plan  as  being  the  principal  causes  of  laboratory 
error  are  all  addressed  in  the  comprehensive  interstate  and 
Medicare  independent  laboratory  programs;  many  of  them  are 
ignored  by  the  Medicare  hospital  regulations. 

Too  Few  States  Have  Established  Comprehensive  Laboratory 
Programs 


If  all  the  states  had  established  comprehensive' 
laboratory  quality  assurance  programs,  as  Senator  Javits  and 
other  leading  proponents  of  CLIA  '67  hoped  would  occur,  CLIA 
'79  would  not  be  necessary.  Unfortunately,  many  states  have 
not,  and  overall  state  laboratory  regulation  is  inadequate. 
Many  states  have  no  mandatory  laboratory  program.  Many 
others  only  have  programs  that  cover  independent  laboratories. 
Only  a few  have  established  comprehensive  programs  applicable 
to  hospital  and  independent  laboratories  alike.  The  Forward 
Plan  recognizes  the  problems  caused  by  the  varying  state 
involvement  in  laboratory  improvement,  noting: 

Compounding  these  problems  [that  cause 
laboratory  error]  has  been  the  lack  of  an  effec- 
tive and  coherent  regulatory  framework  for  as- 
suring the  quality  of  laboratory  practice  and 
performance.  Before  1960,  only  three  or  four 
States  had  laboratory  licensing  laws  other  than 
for  syphilis  serology.  Even  today,  only  16  States 
have  effective  licensure  laws,  and  no  two  of  these 
are  alike.  The  Clinical  Laboratories  Improvement 
Act  (CLIA),  enacted  in  1967,  was  intended  to 
regulate  clinical  laboratories  doing  business  in 
interstate  commerce,  with  the  Federal  government 
exercising  its  regulatory  authority  to  support 
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the  integrity  of  and  serve  as  a model  for  State 
improvement  programs.  However,  since  only  labora- 
tories in  interstate  commerce  are  required  to 
meet  established  standards,  intrastate  labora- 
tories have  been  able  to  operate  in  States  with 
less  stringent  standards,  thereby  undermining 
strong  improvement  programs  in  other  States.  5/ 

A federal  mandate  is  therefore  necessary  to  assure 
that  all  laboratories  not  presently  so  subject  become  subject 
to  uniform  comprehensive  quality  assurance  standards  governing 
personnel  qualifications,  internal  quality  control,  successful 
participation  in  proficiency  testing  programs  and  proper 
maintenance  of  records,  equipment  and  facilities.  S.  590  would 
accomplish  such  mandate  for  independent  and  hospital  laboratories. 

Physicians'  Office  Laboratories  Should  Be  Subject  to  Federal 
Standards 

While  S.  590  would  direct  the  Secretary  to  regulate  inde- 
pendent and  hospital  laboratories,  it  would  authorize  the  Secretary 
of  HEW  to  exempt  qualifying  physicians'  office  or  group  practice 
laboratories  of  five  or  fewer.  AC LA  believes  that  all  laboratories 
should  be  subject  to  the  federal  standards,  as  a minimum,  to  assure 
the  accuracy  and  precision  of  all  testing  services.  Thus,  AC LA 
urges  that  the  exemption  authority  be  deleted  from  the  bill.  Every 
patient  is  entitled  to  expect  accurate  testing  results  regardless 
of  the  type  of  laboratory  performing  the  testing. 


5/  Ibid,  p.  67. 
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The  Need  for  Uniform  Standards 
ACLA  believes  that  the  most  effective  way  to  assure 
quality  performance  is  to  establish  a regulatory  system  based 
on  a single  set  of  uniform  standards  promulgated  by  the  Secretary. 
Until  such  time  as  uniform  standards  applicable  to  all  laboratories 
are  developed,  performance  will  vary.  ACLA  would  therefore 
recommend  that  S.  590  be  amended  to  prohibit  states  from  adopting 
any  standards  that  deviate  from  the  national  standards. 

Conclusion 

In  conclusion,  ACLA  urges  this  Subcommittee  to  act 
promptly  on  this  legislation  and  to  encourage  its  speedy  passage 
by  the  Senate.  This  bill  is  vitally  needed.  ACLA  will  be  happy 
to  provide  additional  information  or  answer  questions  at  the 
Subcommittee's  pleasure. 
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STATEMENT 
SUBMITTED  BY 
CONSUMER  FEDERATION 
OF 

AMERICA 
TO  THE 

SUBCOMMITTEE  ON 

HEALTH  AND  SCIENTIFIC  RESEARCH 
SENATE  COMMITTEE 
ON  HUMAN  RESOURCES 
RE:  S590  THE  CLINICAL 
LABORATORY  IMPROVEMENTS  ACT  OF  1979 
MARCH  19,  1979 

Consumer  Federation  of  America  is  a federation  of  240  national,  state  and 
local  non-profit  organizations  that  have  joined  together  to  espouse  the  consumer 
viewpoint.  CFA  and  its  member  organizations  represent  over  30  million  consumers 
throughout  the  United  States.  Among  our  members  are:  60  state  and  local  con- 

sumer organizations;  83  consumer  cooperatives;  16  national  labor  organizations; 
and  27  national  and  regional  organizations. 

On  February  10,  1979,  for  the  fourth  consecutive  year,  the  membership  of  CFA 
unanimously  passed  the  following  resolution  urging  enactment  of  the  strongest 
possible  Clinical  Laboratories  Improvements  Act: 


Consumers  have  a two-fold  interest  in  establishing  stand- 
ards for  clinical  laboratory  testing  health  and  cost.  Of  pri- 
mary concern  is  the  assurance  ot  strut  health  -and  safety 
standards  through  reliable  clinical  testing  results. 

Consumers  are  alarmed  at  the  evidence  which  demonstrates 
that  laboratories  including  those  regulated  by  Federal  law 
have  shocking  error  rates  of  most  tests  ranging  from  20  per- 
cent to  50  percent.  In  addition  to  the  human  suffering  result- 
ing from  inadequate  clinical  laboratory  testing,  the  consumer 
is  forced  to  bear  the  high  cost  of  multiple  and  frequently  un- 
necessary testing.  Consumers  pay  $12  billion  annually  for 
laboratory  testing.  There  are  often  appalling  price  differences 
among  laboratories  for  identical  tests. 

Accordingly,  we  urge  legislation  that  would: 

a)  Require  licensing  of  all  interstate  and  intrastate  clinical 
laboratories,  including  independent  hospitals  and  physician 
office  laboratories  with  collection  facilities  including  blood 
banks.  Unannounced,  periodic  quality  spot-checks  should  be 
required; 

b)  Permit  states  to  apply  more  stringent  clinical  lab  stand- 
ards within  allocated  federal  enforcement  functions; 

c)  Require  disclosure  by  clinical  laboratories  of  any  con- 
tractual relationships  with  physicians,  together  with  a posting 
of  all  fees  for  laboratory  testing  within  local  health  planning 
units;  and  a mandatory  itemization  of  costs  on  the  physicians' 
statements  for  services  performed; 

d)  Require  periodic  examination  of  all  operating  personnel . 
HEW  should  be  required  to  set  up  a coordinating  unit  for  that 
purpose; 

e)  Outlaw  kickbacks; 

f)  Require  that  advisory  committees  include  an  equitable 
number  of  bona  fide  consumer  representatives; 
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g)  Require  establishment  of  standards  of  safe  and  effica- 
cious methodology  so  tli.it  physicians  in  clinical  laboratories 
have  scientifically  recognized  evaluations  of  what  tests  should 
be  conducted  and  under  what  circumstances.  Accordingly, 
tests  with  marginal  or  no  value  should  be  eliminated;  and 

h)  Encourage  medical  schools'  to  offer  comprehensive 
courses  in  clinical  laboratory  testing 


In  addition,  the  following  national  consumer,  senior  citizen,  cooperative  and 
labor  organizations  have,  for  the  past  four  years,  formed  a coalition  exclusively 
committed  to  passage  of  the  Clinical  Laboratory  Improvement  legislation: 

Amalgamated  Meatcutters  and  Butcher  Workmen 

American  Association  of  Retired  Persons 

Communications  Workers  of  America 

Cooperative  League  of  the  USA 

International  Ladies'  Garment  Workers'  Union 

International  Union  of  Electrical,  Radio  and  Machine  Workers 

National  Consumers  League 

National  Council  of  Senior  Citizens 

Retired  Employees  Department,  United  Auto  Workers  of  America 
United  Auto  Workers  of  America 
United  Steelworkers  of  America 

As  a matter  of  humaneness  and  economics,  the  need  for  this  legislation  is 
compelling  and  dramatic.  It  is  unthinkable  that  Congress  delay  any  longer  pas- 
sage of  legislation  structured  to  improve  the  accuracy  and  efficiency  of  this 
$12  billion  a year  industry--an  industry  that  has  been  exposed  in  study  after  study 
as  having  intolerabl  high  error  rates  and  patterns  of  fraud.  One  HEW  study  dem- 
onstrated that  it  is  likely  that  at  least  one  out  of  four  laboratory  tests  are  in 
error.  Another  study  of  200  medicare  labs  found  serious  deficiencies  in  74%  of 
the  labs. 

The  human  and  economic  costs  of  the  status  quo  are  enormous.  When  tests 
fail  to  detect  disease,  the  eventual  result  may  be  exacerbated  illness  and/or 
more  costly  treatment.  For  example: 

1)  An  erronious  lab  test  result  relating  to  blood  sugar  level  led  a 
physician  to  prescribe  insulin,  resulting  in  the  death  of  the 
patient.  (Kinel  v.  Hycel.  Inc. . Illinois  City  Circuit  Court,  No.  70 
L 241  (Nov.  3,  1973)) 

2)  An  infant  suffered  severe  brain  damage  because  the  erronious  lab  test 
failed  to  indicate  the  need  for  a transfusion.  (Schnelbv  v.  Baker. 

217  N.W.,  2nd  708  (Iowa,  1974)) 

3)  A patient  suffered  invasive  cancer  as  a result  of  a delay  in  diag- 
nosis, due  to  an  erroneous  test  result  from  an  inadequate  pap  smear. 
(Cornell  v.  Clinical  Laboratories.  California  Superior  Court,  L.A. 
City  Docket  No.,  NCC  3792,  June  29,  1975,  25  Citation  163  (1971)) 

Shoddy  lab  tests,  including  the  failure  to  maintain  or  transport  specimens 
at  proper  temperature  levels,  must  often  be  repeated,  imposing  an  additional 
financial  burden  on  the  consumer.  Finally,  passage  of  this  bill  will  provide 
relief  to  the  taxpayer,  who  picks  up  these  costs  in  the  medicare  and  medicaid 
programs.  For  example,  of  the  $17  billion  1976  medicare  program  alonf,  roughly 
$2  billion  was  spent  on  lab  tests. 

Our  comments  focus  primarily  on  two  areas  of  particular  concern:  that  the 

coverage  of  S.  590  be  as  comprehensive  as  possible  and  that  there  be  adequate 
provisions  for  consumer  involvement  in  the  implimentation  and  enforcement  of 
CLIA.  Accordingly,  we  very  much  support  the  inclusion  of  physicians  labs  and 
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federal,  state  and  local  lab?-  -ul  ie.  ! that  the  treatment  oi  research 

labs  needs  to  be  strengthened.  . cues  noi  however,  provide  an  adequate 

role  for  consumers.  This  couiu  be 'accomplished  by  including  a provision  for 
Citizen  Civil  Actions  --  a provision  of  S.  705  which  was  passed  by  the  Senate 
unanimously  in  1977  --  and  a provision  to  provide  public  participation  reim- 
bursement for  proceedings  relating  to  the  act. 

1.  Exemption  of  Private  Physician  Labs 

CFA  strongly  supports  the  inclusion  of  private  physician's  labs  as  pro- 
vided for  by  S.  590.  CFA  vehemently  opposes  any  attempt  to  remove  this  pro- 
vision from  the  bill  or  delay  inclusion  of  private  physician  labs  pending  an 
HEW  study. 

The  Consumers'  interest  and  need  for  accurate,  reliable  testing  is  in- 
dependent of  the  location  in  which  the  test  is  performed.  Indeed,  the  con- 
sequences of  faulty  testing  by  physician's  labs  may  oftentimes  be  greater  than 
for  errors  made  by  other  clinical  labs.  Tests  in  a physician's  lab  frequently 
come  at  the  beginning  of  an  illness,  when  the  test  result  may  be  the  most  im- 
portant element  in  forming  a diagnosis.  On  the  other  hand  because  individual 
tests  in  other  settings  may  have  less  dominance  in  the  patients'  case  history 
the  physician  has  a greater  likelihood  of  detecting  erroneous  results. 

Furthermore,  the  sheer  magnitude  of  tests  performed  in  physician's  labxatcries 
is  reason  enough  to  be  cautious  about  excluding  them  from  coverage.  As  the 
following  table  indicates,  approximately  257.  of  all  lab  tests  performed  in 
1975  were  performed  in  private  physician's  labs: 

Estimate  of  Volume  of  Clinical  Laboratory  Tests  in  1975 


Location  of  Test  Number  in  billions  Percent 

Private  Physicians  lab  1.0  25 

Independent  lab  1.1  27 

Hospital  lab  1.9  48 

Total  4.0  100 

Source:  Dr.  David  Kosowsky  (Damon  Corporation) 


This  estimate  actually  understates  the  involvement  of  physician  labs  for 
two  reasons.  First,  many  tests  done  by  hospitals  are  for  monitering,  not 
diagnostic  purposes.  Second,  many  tests  done  by  independent  labs  are  collected 
by  the  physician's  office. 

The  most  significant  national  study  done  to  determine  the  proficiency  of  ^ 
private  physician  laboratories  was  the  1973  National  Bureau  of  Standards  study. 
This  study  unequivocally  demonstrated  that  physician  office  labs  were  consis- 
tently poorer  in  performance  than  larger  hospital  and  independent  labs.  The 
medical  usefullness  of  the  tests  were  found  to  be  lacking  in  a large  proportion 
o f the  tests  conducted.  Furthermore,  as  participation  was  voluntary  the  re- 
sults probably  understate  the  problem. 

The  study  identified  systematic  errors  relating  to  the  competency  of  those 
performing  the  tests  — the  physician's  assistants.  The  procedures  for  private 
physician  labs  obtaining  an  exemption  (particularly  the  proficiency  testing)  pro- 
vided for  in  S.  590  would  assist  the  physician  in  remedying  these  problems. 

Additionally  those  studies  which  have  focused  on  private  physician  labs 
persuasively  demonstrate  that:  A)  high  error  rates  are  experienced  in  physician 

labs;  and  B)  that  the  introduction  of  proficiency  testing  programs  significantly 
increases  the  a:curacy  and  reliability  of  tests.  Finally,  HEW's  call  for  a study 
of  the  problem  rather  than  immediate  inclusion  of  private  physician  labs  rings 
hollow  when  it  is  realized  that  HEW  has  been  aware  of  the  potential  for  this  leg- 
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islation  since  1975,  and  has  not  conducted  any  studies  during  the  intervening 
four  years,  nor  has  it  attempted  to  refute  the  studies  which  hs\"  nlrrauv  been 
conducted . 

It  is  also  important  to  note  that  the  vast  majority  of  medical  schools  provid' 
little,  i^f  any,  training  in  laboratory  testing.  It  is  imperative,  therefore,  to 
assure  some  sensible  degree  of  accountability. 

Periodic  proficiency  testing  is  the  principal  way  in  which  the  laboratory 
director  is  able  to  check  on  and  monitor  the  objective  accuracy  and  reliability 
of  testing. Laboratory  proficiency  test  samples  resembling  patient  specimens  are 
tested  and  the  results  are  communicated  to  the  laboratory  proficiency  testing 
organization.  These  results  are  then  compared  with  the  true  assayed  values  of 
the  test  samples,  and  the  level  of  accuracy  is  then  observed. 

Laboratory  proficiency  testing  is  a methodology  which  has  been  developed 
and  extensively  used  by  clinical  laboratories  over  the  past  thirty  years.  There 
is  no  substitute  for  the  objective  measure  of  laboratory  performance  which  periodic 
laboratory  proficiency  testing  provides.  No  one  today  would  think  of  allowing 
surgery  to  be  performed  with  unsterilized  instruments.  Similarly,  clinical 
laboratory  testing  activities  should  not  be  allowed  without  the  objective  measure 
of  accuracy  and  reliability  which  proficiency  testing  provides. 

Another  potentially  disturbing  aspect  of  the  treatment  of  physicians1  labs 
is  the  use  of  the  word  routine.  Routine  should  be  defined  in  terms  of  the  po- 
tential health  and  economic  consequences  of  an  erroneous  test  on  the  patient. 

Errors  on  some  tests  that  are  commonly  performed  in  physicians  offices  can 
significantly  alter  the  diagnosis  of  a patient.  For  example,  a faulty  urinalysis 
can  mean  the  difference  in  a diagnosis  of  a minor  urinary  infection  or  serious 
kidney  disease;  a faulty  CBC  can  mean  the  difference  between  a diagnosis  of  minor 
stomach  ailments  or  appendicitis. 

Finally,  this  section  should  be  further  strengthened  to  provide  strict 
penalities  for  those  who  falsely  obtain  exemptions.  (As  currently  worded, 
anyone  found  to  be  falsifying  a statement  to  gain  an  exemption  would  only  have 
the  exemption  revoked). 


1 
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2 

Raymond  F.  Hain,  "Proficiency  testing  in  Oklahoma  physicians'  office  labors  ories," 
The  Journal  of  the  Oklahoma  State  Medical  Association.  (June,  1970)  p.264-268. 


Irwin  Schoen,  G.  Thomas  and  S.  Lange,  "The  quality  of  performance  in  physicians' 
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2.  Exemption  for  Laboratories  "Primarily1'  Engaged  in  Research 

It  is  essential  that  the  health  and  welfare  o£  consumers  of  health  care 
be  protected  by  requiring  that  all  clinical  laboratories  comply  with  uniform 
standards  to  assure  accurate  and  reliable  testing.  Tests  or  procedures  which 
are  performed  for  research,  other  than  research  to  determine  the  course  of 
treatment  for  an  individual  patient,  may  safely  be  exempted  from  the  national 
standards.  When  the  course  of  treatment  for  an  individual  patient  is  dependent 
on  the  test  results,  however,  the  patient's  health  care  should  not  be  put  in 
jeopardy  by  clinical  laboratory  testing  which  does  not  meet  the  minimum  national 
standards  merely  for  the  reason  that  those  same  tests  are  also  used  mainly  for 
behavioral  or  biomedical  research.  Furthermore,  when  the  patient  or  the  government 
pays  for  treatment,  the  laboratory  should  meet  the  national  standards. 

A particular  problem  in  this  area  has  been  the  performance  of  some  uni- 
versity labs.  In  many  of  the  teaching  hospitals,  research  labs  perform  tests 
on  patients  in  order  to  supplement  their  research  income.  The  effect  of  this  has 
been  to  divert  work  from  the  main  hospital  lab  (which  would  be  covered  by  the 
standards)  to  the  splinter  labs.  In  some  cases  the  consequences  for  patients  has 
been  disasterous.  For  example,  several  years  ago  splinter  labs  at  Johns  Hopkins 
were  regularly  making  such  errors  as  indicating  that  the  patient  had  TB  when 
this  was  not  the  case.  Additionally,  there  are  other  problems  created  by  the 
performance  of  diagnastic  test  by  these  "research”  labs.  First,  this  process 
leads  to  an  underutilization  of  the  main  lab  and  a duplication  of  equipment  with- 
in the  hospital  all  of  which  increases  costs,  which  are  passed  on  to  consumers 
and  taxpayers.  Second,  in  some  instances,  these  labs  will  prescribe  tests 
which  are  useful  for  the  research  being  conducted  but  which  the  patient  does  not 
require;  yet  the  patient  usually  pays.  Although  it  is  not  known  how  widespread 
they  are,  other  abuses  include  purchase  of  equipment  with  NIH  funds  while 
passing  the  cost  of  the  equipment  to  patients,  and  requiring  unnecessary  consulations. 

Directors  of  laboratories  which  perform  both  research  and  clinical  testing 
may  argue  that  the  national  standards  specifying  the  qualifications  of  super- 
visory and  laboratory  technical  personnel  do  not  acknowledge  adequately  the  skills, 
experience,  competence  and  specialized  educational  background  of  research  lab- 
oratory personnel.  If  this  argument  is  justified,  however,  the  appropriate 
resolution  of  this  problem  should  be  achieved  through  adjusting  the  standards 
for  personnel  qualifications  promulgated  under  the  Clinical  Laboratory  Improve- 
ment Act,  rather  than  through  an  exemption  from  standards. 

Another  argument  for  exemption  is  that  the  quality  control  standards  for 
clinical  laboratories  are  not  needed  for  achieving  the  research  objectives  of 
the  laboratory,  which  are  the  primary  functions  of  the  laboratory.  Whether  or 
not  the  research  objectives  require  such  standards  should  not  be  the  criterion 
for  depriving  patients  of  the  assurance  that  their  clinical  care  is  based  on 
accurate  and  reliable  tests  conforming  to  national  standards. 

Finally,  some  researchers  may  argue  that  the  additional  cost  involved  in 
bringing  their  laboratories  up  to  national  standards  will  hinder  their  research, 
and  will  impose  an  unnecessary  burden.  On  the  other  hand  the  Bill  recognizes 
the  fact  that  testing  in  clinical  laboratories  which  do  not  comply  with  the 
national  standards  can  be  performed  at  less  expense.  In  actuality,  therefore, 
skimping  on  the  quality  assuraioe  steps  necessary  to  meet  national  standards 
would  enable  the  research  laboratory  to  shift  resources  to  research  activities. 

The  clinical  testing  would  be  subsidizing  the  research  activity.  Research 
would  be  promoted,  therefore,  by  a purposeful  reduction  in  the  qualtiy  of 
clinical  testing  and  an  increase  in  potential  hazard  for  the  patient.  If  such 
a diversion  of  resources  were  done  merely  for  the  sake  of  increasing  the  net 
income  of  the  laboratory  owner  or  director,  the  practice  would  be  condemned. 

A similar  diversion  of  resources  for  the  sake  of  subsidizing  research  is  no 
less  worthy  of  condemnation  no  matter  how  laudable  the  research  goals.  The 
diversion  of  resources  from  patient  safety  to  research  activities  cannot  be 
justified. 
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Clinical  Labs  Statement  p.6 

3 . Exculusion  of  State  and  Federa 1 C linlcal  Labs 

CFA  supports  S.  590's  inclusion  of  state  -and  federal  labs  and  opposes  HEW' s 
attempts  to  exqlude  them  from  the  bill's  coverage.  Again,  the  consumer's  interest 
and  need  for  accurate  and  reliable  tests  is  independent  of  the  location  of  the 
test.  Not  only  is  Hew  unable  to  present  any  evidence  that  there  is  no  need  for 
regulation  of  these  labs,  the  fact  of  the  matter  is  that  the  proficiency  record 
of  the  Indian  Health  Labs  (federal  labs)  is  abysmal. 

A . Citizen  Civil  Actions 

As  passed  by  the  Senate  in  1977,  S.  705  provided  for  citizen  civil  actions 
(what  would  have  been  section  353  (r)  of  the  Public  Health  Service  Act).  CFA 
believes  that  this  provision  is  an  essential  ingredient  in  effective  implimentation 
of  S.  590  and  is  disturbed  by  its  absence  in  the  present  bill. 

Even  under  the  most  sympathetic  and  conscientious  of  administrations,  govern- 
ment agencies  cannot  possibly  be  expected  to  monitor  the  potential  violations  of 
the  mass  of  federal  regulations.  For  example,  in  areas  of  massive  unlawful  racial 
discrimination  such  as  in  schooling,  employment  and  housing  the  government  will 
never  have  the  manpower,  the  techniques  or  the  awareness  necessary  to  enforce 
the  law  for  all,  no  matter  how  hard  it  tries.  Despite  good  intentions  and  ded- 
ication, the  job  is  just  too  much  to  handle.  Citizen  watchdogs  are  needed  to 
blow  the  whistle  on  violators,  and  to  ensure  that  the  will  of  Congress  is  enforced. 

Additionally,  all  too  often,  the  vigorous  enforcement  of  important  health, 
safety,  consumer,  and  envoronmental  regulations  is  not  even  attempted  when  a 
particular  administration  is  ideologically  opposed  to  such  measures.  In  exer- 
cising their  discretion  as  government  "prosecutors  ' and  "enforcers"  the  federal 
agencies  sometimes  overlook  many  violations  which  the  regulated  interests  would 
find  expensive  or  bothersome  to  correct. 

Although  critics  typically  argue  that  the  costs  of  allowing  citizens  to 
bring  actions  to  ensure  the  effective  implimentation  of  the  act  will  outweigh 
the  benefits  and  that  frivilous  suits  will  result,  the  provision  in  the  bill 
as  passed  during  the  95th  Congress  preclude  such  results.  Because  there  is  no 
provision  for  the  award  of  damages  to  a successful  plaintiff  there  is  no  incentive 
to  bring  a suit  for  an  economic  windfall. 

Finally,  at  a time  when  public  confidence  in  government  remains  at  disturbingly 
low  levels,  this  provision  will  increase  confidence  by  increasing  the  accountability 
of  the  regulatory  process. 
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Clinical  Labs  Statement  p.  7 

5 . Public  Participation  in  Agency  Proceedings 

The  public  has  a high  stake  in  the  national  standards  (as  well  as  other  reg- 
ulations required  in  S.  590)  to  be  promulgated  and  a legitimate  right  to  partic- 
ipate in  the  formulation  of  those  standards.  Unfortunately,  the  cost  Of  such 
participation  will  be  prohibitively  high.  Accordingly,  CFA  urges  adoption  of 
an  additional  section  to  provide  reimbursement  for  public  participation  in  pro- 
ceedings relating  to  S.  590. 

The  language  of  the  amendment  precludes  the  awarding  of  such  participation 
costs  for  those  who  do  not  make  a substantial  contribution  to  the  proceedings, 
or  do  not  have  an  economic  interest  that  is  relatively  small  in  comparison  to 
the  cost  of  participation,  or  who  would  have  the  economic  resources  to  partic- 
ipate effectively  even  without  such  an  award. 

The  language  of  the  amendment  precludes  the  awarding  of  such  proceedings, 
or  do  not  have  an  economic  interest  that  is  relatively  small  in  comparison  to 
the  cost  of  participation,  or  who  would  have  the  economic  resources  to  partic- 
ipate effectively  even  without  such  an  award. 

Proposed  Amendment : 

The  Secretary  may,  pursuant  to  rules  prescribed  by  him  within  120  days 
after  the  date  of  enactment  of  this  act,  award  reasonable  attorneys'  fees, 
expert  witness  fees,  and  other  costs  of  participation  in  a rulemaking 
proceeding  under  this  subsection  to  any  person  if- 

(1)  the  person  represents  an  interest  the  representation  of  which 
will  substantially  contribute  to  a fair  determination  of  the  pro- 
ceeding, in  light  of  the  number  and  complexity  of  the  issues 
presented  by  the  proceeding,  the  importance  of  widespread  public 
participation  and  the  need  for  representation  of  a fair  balance 
of  interest  in  the  proceeding;  and 

(2)  (A)  the  economic  interest  of  the  person  is  small  in  comparison  to 
the  costs  of  effective  participation  in  the  proceeding  by  that 
person,  except  that  if  the  person  is  a group  or  organization,  the 
economic  interests  of  a substantial  number  of  members  of  such  group 
or  organization  taken  individually  are  small  in  comparison  to  the 
costs  of  effective  participation  in  such  proceeding,  or 

(B)  the  person  demonstrates  to  the  satisfaction  of  the  agency  that 
such  person  does  not  have  sufficient  resources  adequately  to  part- 
ipate  in  the  proceeding  in  the  absence  of  an  award  under  this  sub- 
section in  any  court  action  brought  under  this  sub  section,  the 
court  may  award  the  costs  of  litigation  (including  reasonable 
attorneys'  and  expert  witness  fees)  to  any  party  if- 

(I)  the  court  affords  such  person  the  relief  sought  in  substan- 
tial measure,  or  after  the  filing  of  such  action'the  agency 
affords  such  person  the  relief  sought  in  substantial  measure;  and 
(ii)  (1)  the  economic  interest  of  the  person  is  small  in  comparison 
to  the  costs  of  effective  participation  in  the  action  by  that 
person,  except  that  if  the  person  is  a group  or  organization,  the- 
economic  interests  of  a substantial  number  of  members  of  such 
group  or  organization  taken  individually  are  small  in  comparison 

to  the  costs  of  effective  participation  in  such  action,  or- 

(II)  the  person  demonstrates  to  the  satisfaction  of  the?  court 
that  such  person  does  not  have  sufficient  resources  adequately  to 
participate  In  the  action  in  the  absence  of  an  award  under  this 
subsection. 
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6 .  Kecorus  Available  to  the  Public 

Tlic  ability  o £ citizens  to  participate  in  government  proceedings  and  jud- 
icial action  relating  to  this  act  will  depend'  in  large  part  on  their  ability  to 
nave  access  to  the  relevant  data  filed  with  HEW  by  clinical  laboritories . This 
should  oe  accomplished  by • introduction  ot  an  amendment  that  would  guarantee  that 
access . 

7.  Office  of  Clinical  Laboratorie 

Although  in  the  past  CFA  has  advocated  a separate  Office  of  Clinical 
Laboratories,  CFA  also  supports  S.  590  which  creates  a Director  of  Clinical 
Labs.  CFA  opposes  HEW's  desire  to  eliminate  this  provision.  For  the  Act 
to  have  maximum  benefit  it  is  essential  that  a separate  Office  of  Clinical 
Laboratories  or  a Director  of  Clinical  Laboratories  be  created.  Not  to  create 
a separate  office  or  position  runs  the  serious  risk  that  this  important  function 
will  be  swallowed  up  in  some  HEW  infra-structure  that  has  neither  the  interest 
nor  expertise  in  clinical  laboratory  testing.  When  one  considers  that  clinical 
laboratory  testing  represents  a full  10%  of  our  nation's  expenditures  for  health 
care,  it  becomes  apparent  that  it  merits  the  establishment  of  a specific  Office 
of  Clinical  Laboratories  or  a Director. 

8.  Employee  Protection 

CFA  strongly  supports  the  protections  afforded  clinical  laboratory  employees 
by  section  375  (d)  but  believes  that  a significant  loophole  is  created  in  part 
(2) (A)  which  states: 

'(2) (A)  Any  employee  who  believes  that  he  or  she  has  been  discharged  or 
otherwise  discriminated  against  by  any  person  in  violation  of  paragraph 
(1)  may,  within  60  days  after  such  alleged  violation  occurs  file  (or 
have  any  person  file  on  the  employee's  hehalf)  a complaint  with  the 
Secretary  of  Labor..." 

The  problem  arises  because  an  employee  who  has  been  discriminated  against  may 
not  become  aware  of  it  within  60  days  of  being  discriminated  against.  For  ex- 
ample, an  employee  may  be  unjustif yably  passed  over  for  promotion  but  may  not 
discover  it  for  many  months.  Accordingly,  we  urge  that  the  section  be  amended 
to  read: 

"...within  60  days  after  the  employee  knows  or  reasonably  could  be 
expected  to  have  known  that  such  alleged  violation  occured  file..." 
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NEW  YORK  STATE  HEALTH  DEPARTMENT 
TESTIMONY  ON  S.  590 
March  16,  1979 


We  are  pleased  to  have  this  opportunity  to  express  to  your  subcommittee 
the  New  York  State  Health  Department's  views  on  S.  590,  the  Clinical  Laboratories 
Improvement  Act  of  1979. 

We  in  the  Department  feel  that  we  are  well  qualified  to  comment  on  the 
proposed  legislation,  since  the  Department  has  had  more  experience  in  the  improve- 
ment of  clinical  laboratories'  performance  — through  inspection,  testing,  and 
personnel  training  — than  any  other  agency  or  organization  in  government  or  out 
of  government. 

Almost  fourteen  years  ago,  on  July  1,  1965,  New  York  became  the  first 
state  in  the  nation  to  initiate  a certification  and  licensing  program  for  clinical 
laboratories.  The  enabling  legislation  was  the  State's  Laboratory  Improvement  Act, 
which  was  enacted  by  our  1964  Legislature. 

Since  the  law  became  effective,  clinical  laboratory  performance  in  the 
State  has  greatly  improved.  The  Department  sets  standards  which  laboratories  have 
to  meet  if  they  are  to  receive  permits  to  operate.  Using  innovative  proficiency 
testing  procedures,  the  Department  monitors  clinical  laboratories,  offering  them 
the  opportunity  to  demonstrate  their  ability  to  perform;  if  they  do  not  demonstrate 
that  they  can  meet  acceptable  standards,  a permit  is  denied  or  limited.  In  the 
first  three  years  of  the  program,  fifty  laboratories  of  a total  of  about  450  closed 
because  they  could  not  meet  State  standards. 

In  1967,  the  Federal  government  used  New  York's  Program  as  a model  for 
legislation  seeking  to  develop  nationwide  clinical  laboratory  standards  — the 
Clinical  Laboratory  Improvement  Act  of  1967.  Since  1972,  New  York  has  been  the 
only  State  where  clinical  laboratories  are  exempt  from  Federal  inspection  under 
CLIA  '67,  because  it  is  recognized  that  our  standards  are  equal  to  or  higher  than 
Federal  requirements. 

Our  regulatory  program  is  carried  out  by  the  Health  Department's  Division 
of  Laboratories  and  Research.  It  sets  standards  for  laboratory  testing,  and  inspects, 
tests  and  licenses  the  268  hospital  laboratories  and  274  independent  laboratories 
upstate,  plus  an  additional  ^5  out-of-state  laboratories  which  do  business  in  New 
York  State.  The  approximately  400  laboratories  in  New  York  City  are  licensed  by 
the  City  Health  Department. 

Under  State  law,  directors  of  all  clinical  laboratories  must  hold  a 
Health  Department  certificate  of  qualification,  and  each  laboratory  must  also 
obtain  a yearly  operating  permit.  Health  Department  inspectors  visit  each  labora- 
tory an  average  of  twice  yearly  to  check  on  methodology,  quality  control,  staffing, 
equipment,  recordkeeping  and  general  effectiveness. 
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Proficiency  testing  is  a vital  part  of  our  State's  laboratory  improvement 
program.  The  Health  Department  annually  mails  and  hand-carries  sets  of  test  speci- 
mens to  each  clinical  laboratory.  Each  laboratory  must  analyze  the  specimens  and 
report  its  findings  on  mailed  specimens  within  a specified  period.  Hand-carried 
specimens  are  tested  during  the  laboratory  inspector's  visits.  The  tests  are  de- 
signed to  measure  proficiency  in  cytogenetics,  bacteriology,  cytology,  hematology, 
blood  banking,  clinical  chemistry,  drug  analysis,  trace  metals  and  many  other  test- 
ing categories. 

Laboratories  that  fail  to  meet  State  standards  must  improve  their  profi- 
ciency through  training  and  demonstrate  it  through  re-testing,  or  must  cease  opera- 
tion in  any  categories  in  which  they  failed.  State-sponsored  laboratory  training 
courses  in  the  form  of  seminars,  workshops,  and  lectures  are  given  as  funds  permit 
throughout  the  State.  They  are  always  very  well  attended,  and  are  in  no  small 
way  responsible  for  laboratory  improvement. 

Most  of  the  laboratory  closings  have  been  voluntary.  Since  the  start  of 
the  program,  we  have  had  to  seek  legal  recourse  against  only  five  laboratories. 

Our  aim  is  not  to  put  laboratories  out  of  business,  but  actually  to  assist  them 
in  achieving  a uniformity  and  reliability  of  laboratory  testing  that  is  crucial  to 
the  diagnosis  and  treatment  of  disease. 

Human  error  can  never  be  completely  eliminated,  but  we  have  come  a long 
way  from  the  25  to  30  percent  inaccurate  readings  that  were  common  when  we  began 
proficiency  testing  in  1965. 

I have  reviewed  New  York  State's  record  at  some  length  to  emphasize  that 
the  following  comments  on  S.  590  are  based  on  years  of  experience  in  the  licensing 
of  clinical  laboratories,  in  the  course  of  which  the  Health  Department  has  acquired 
much  expert  knowledge  of  clinical  laboratory  regulation. 

We  believe  very  strongly  that  national  standards  for  clinical  laboratories, 
uniformly  applied  and  administered,  are  essential.  This  bill  would  result  in  the 
creation  of  uniform  standards,  but  the  mechanism  chosen  for  administering  them  would 
not  result  in  their  uniform  or  appropriate  application.  The  Health  Care  Financing 
Administration  is  now  administratively  responsible  (under  an  interagency  agreement) 
for  both  Title  18  surveys  and  surveys  of  laboratories  under  CLIA  '67.  Unfortunately, 
it  has  chosen  to  develop  a survey  document  so  vague  as  to  allow  different  interpre- 
tations by  different  surveyors.  This  has  created  such  a problem  that  at  least  three 
States,  New  York,  Pennsylvania  and  California,  have  developed  their  own  survey  docu- 
ments which  allow  them  to  combine  Title  18  and  State  surveys  and  eliminate  interpre- 
tation problems.  I understand  that  Pennsylvania  has  been  informally  advised  that 
it  may  not  continue  to  use  its  checklist  for  Title  18  surveys.  If  true,  this  will 
cause  costly  duplication  of  effort,  and  is  but  one  example  of  many  which  to  us  indi- 
cates that  HCFA  does  not  have  the  technical  competence  to  administer  this  act  for  the 
public  good. 

Second,  we  believe  that  gaining  the  cooperation  of  the  States  is  essential 
to  proper  administration  of  this  bill.  While  administering  its  provisions  through 
the  Medicare  state  agency  seems  an  effective  way  to  accomplish  this,  we  believe  that 
it  will  have  an  opposite  effect.  Most  of  the  issues  on  which  cooperation  is  impor- 
tant involve  either  setting  or  interpreting  standards.  Our  State,  and  we  believe 
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others  as  well,  has  found  that  HCFA  lacks  the  technical  resources  to  set  appropriate 
standards  in  the  laboratory  area.  They  have  also  not  relied  on  the  resources  avail- 
able at  CDC  in  interpreting  standards  as  they  exist. 

A recent  exchange  of  correspondence  with  HEW  illustrates  some  of  our  con- 
cerns with  HCFA  administration: 

In  October  of  1978,  we  conducted  an  inspection  of  a California  laboratory 
involved  in  interstate  commerce.  Serious  deficiencies  in  the  cytogenetic  laboratory 
were  detected.  In  addition  to  notifying  the  laboratory  of  these  problems,  we  wrote 
to  Secretary  Calif ano  and  the  California  Health  Department.  We  wrote  to  Mr.  Calif ano 
because  we  were  concerned,  based  on  the  problems  found,  that  the  interagency  agree- 
ment was  not  working  effectively.  As  you  know,  the  agreement  provides  that  inter- 
state inspections  are  to  be  done  by  Medicare  state  agencies.  We  were  particularly 
concerned  because  the  inspected  laboratory's  staff  told  us  that  their  cytogenetic 
department  had  not  been  inspected  by  California  surveyors.  The  response  to  this 
letter  came  from  Mr.  Edward  L.  Kelly,  acting  director  of  the  Office  of  Standards  and 
Certification  in  HCFA.  His  letter,  which  we  consider  unresponsive  to  the  issues 
raised,  indicates  that  HCFA  does  not  understand  the  difference  between  a 353(J)  and 
353(1)  agreement  under  CLIA  1967.  Moreover,  the  letter  fails  to  address  the  lack 
of  an  inspection  of  the  cytogenetics  facility.  The  response  from  California  indi- 
cated that  cytogenetics  does  not  fall  within  California  laboratory  licensure  law. 

This  fact,  however,  does  not  excuse  the  total  lack  of  an  inspection  in  this  area  when 
the  laboratory  is  engaged  in  interstate  commerce,  especially  in  a medically  sensitive 
area  such  as  cytogenetics. 

I have  spoken  at  some  length  about  our  concerns  with  HCFA  because  we  are 
convinced  that  this  bill  will  fail  in  its  noble  purpose  unless  some  other  agency  is 
chosen  to  administer  it.  Equally  as  important,  we  believe  that  this  bill  must  provide 
States  qualified  to  do  so  with  the  opportunity  to  gain  primary  enforcement  responsi- 
bility, including  responsibility  for  Title  18  laboratories,  if  it  is  to  be  success- 
fully administered. 

There  are  several  other  points  that  we  would  like  to  cover  very  briefly: 

Regulation  of  physicians'  office  laboratories  is  a desirable  goal.  We 
feel  that  for  it  to  be  effective,  there  must  be  discretionary  authority  for  the 
Secretary  to  conduct  inspections  to  assure  compliance  with  internal  quality  control 
standards . 


The  concept  of  uniform  standards  for  all  laboratories  suggests  to  us  that 
the  insurance  laboratory  exemption  should  be  deleted  and  the  research  laboratory 
exemption  language  tightened . 

We  believe  that  job-related  proficiency  and  practical  examinations  for 
laboratory  personnel  should  be  discretionary,  not  mandatory. 

Finally,  we  believe  that  all  choices  of  surrogate  inspection  and  testing 
programs  must  be  left  to  the  States,  with  the  approval  of  the  Secretary,  so  as  to 
prevent  duplication  of  effort  where  States  apply  standards  higher  than  the  national 
ones . 


In  summary,  we  support  this  bill's  purpose,  but  oppose  its  use  of  the 
Medicare  administrative  system. 
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